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MARY E. WARD
Senior Counsel
Research and Development

Winston-Salem, NC 27102
336-741-5376
Fax: 336-741-3763

September 18, 1998

C.W. Jameson, Ph.D.
National Institutes of Health

National Institute of Environmental Health Sciences
P.O.Box 12233
Research Triangle Park, NC 27709

Re:  Ninth Report on Carcinogens, MD EC-14
Envi ET

Dear Dr. Jameson:

I understand that the National Toxicology Program is accepting comments for use in its
consideration of a petition to list environmental tobacco smoke (“ETS”) as a “kmown human
carcinogen” or as being “reasonably anticipated to be a known human carcinogen.” Scientists at
R. J. Reynolds are gathering pertinent information that we believe will assist NTP in its
determination. That information will be forwarded to you shortly by them.

In the meantime, as you may know, a federal district court recently vacated the 1992
Environmental Protection Agency’s Report on Environmental Tobacco Smoke that sought to
classify ETS as a known human carcinogen. I enclose a copy of the court’s opinion for your
review and consideration as the NTP considers listing ETS.

The opinion begins by discussing the procedures Congress had established for EPA to follow in
its research program on indoor air quality. The court concluded that EPA fell short of complying
with those procedures. The court then, however, reviewed the record to determine whether,
“aside from procedural defects” (page 38), EPA conducted the risk assessment in accordance
with the Radon Research Act. The core scientific requirements of the Radon Research Act are
identified as “[g]athering all relevant information, researching, and disseminating findings”
(page 90) and providing “clear, objective information about indoor air quality” (page 91). The
court found that EPA’s goal was to name ETS a Group A carcinogen, rather than to conduct an
objective scientific review.

““We work for smokers.”
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Because the court’s opinion is lengthy, I have identified several excerpts that summarize the
court’s opinion as it relates to EPA’s methodology and analysis of the ETS data. In its ruling,
the court stated:

1.

“In this case, EPA publicly committed to a conclusion before research had begun; excluded
industry by violating the Act’s procedural requirements; adjusted established procedure and
scientific norms to validate the Agency’s public conclusion, and aggressively utilized the
Act’s authority to disseminate findings to establish a de facto regulatory scheme intended to
restrict Plaintiff’s products and to influence public opinion. In conducting the ETS Risk
Assessment, EPA disregarded information and made findings on selective information; did
not disseminate significant epidemiologic information; deviated from its Risk Assessment
Guidelines; failed to disclose important findings and reasoning; and left significant questions
without answers. EPA’s conduct left substantial holes in the administrative record. While so
doing, EPA produced limited evidence, then claimed the weight of the Agency’s research
evidence demonstrated ETS causes cancer.” (Pages 89 and 90)

“Using its normal methodology and its selected studies, EPA did not demonstrate a
statistically significant association between ETS and lung cancer. This should have caused
EPA to reevaluate the inference options used in establishing its plausibility theory. A risk
assessment is supposed to entail the best judgment possible based upon the available
evidence. [Legal citation omitted.] Instead, EPA changed its methodology to find a
statistically significant association.” (Page 81)

“The record and EPA’s explanation to the court make it clear that using standard
methodology, EPA could not produce statistically significant results with its selected
studies.” (Page 77)

“The studies EPA selected did not include a significant number of studies and data which
demonstrated no association between ETS and cancer.” (Page 80)

“Since Chapter 2 found ETS and MS [mainstream smoke] not sufficiently similar, Chapter 3
found them similar, and Chapter 6 found them dissimilar, EPA apparently used a different
risk assessment methodology for each chapter ... The court is faced with the ugly possibility
that EPA adopted a methodology for each chapter, without explanation, based on the
outcome sought in that chapter. ... Use of cigarette equivalents analysis may have led [sic] to
a conclusion that ETS is not a Group A carcinogen.” (Page 60)
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6. “EPA’s study selection is disturbing. First, there is evidence in the record supporting the
accusation that EPA 'cherry picked' its data. Without criteria for pooling studies into a meta-
analysis, the court cannot determine whether the exclusion of studies likely to disprove
EPA’s a priori hypothesis was coincidence or intentional. Second, EPA’s excluding nearly
half of the available studies directly conflicts with EPA’s purported purpose for analyzing the
epidemiological studies and conflicts with EPA’s Risk Assessment Guidelines. .. In
conducting a risk assessment under the Act, EPA deliberately refused to assess information
on all aspects of indoor air quality.” (Page 72)

I hope this material will be of assistance to the NTP as it considers the petition to list ETS.
Sincerely,

Mary E. Ward

MEW:bb

Enclosure
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TT IS5 ORDERED AND ADSUDGED that Plaintifis’ Moticn for
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Parcial Summary Judgment is granted [117]



IT IS TURTEEZR ORDERED AND ADSUDGED that Zziendants’ Crcss
Moticn for Summary Judgment is denied [128] The court VaCatEes
Chapters 1-6 cf and the Appendices to EPA’S ZeSpiractcry Healcoo
Effeccs of Passive Smoking: Lunc Cancer and Cthex Disorders,
EPA/600/6-90/006F (December 1952). To ripen its judgment for

Civil

purposes of appellate review, pursuant to Fecderal Rule of

Procedure 54 (b), the court finds there is no just reason for

delaying entry of judgment.

IT IS FURTHER ORDERED AND ADJUC 5:I :that Plaintifis’ Metion

L :
This th {7 _ day qy.z.., 1958.
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MEMORANDUM OPINION

OSTEEN, Distric: Sudge

zce ig before -—he court con the parties’ Crcss MOLICHE
for partial summary judgment on Counts I-III of the Complaint.

These counts ra:se Administrative Prccedure ACtT (APA) challenges
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to EPA’s repcrt, nespiratorv Health Fffects of Pas e Smokinc
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lLunc Cancer znd Cther Disorders, EPA/E00/6-5C/C0ET, Zecember 1355<
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Risk Assessment derives Ifrcm the Radon Gas ana Znccor Alxr

Quality Research Act of 1886, Put. L. No. §5-453, 10
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1758-60 (1986) {Radon Research Act) (codified at 42 U.s.C. §

TS Risk Assessment, EFA evaluated the

1

note (18%4)). 1In the
respiratory health effects of breathing seccndhand smoxke
(environmental tobacco smoke or ETS) and classified ETS as a
Group A carcinogen, a designation meaning_the:eAis,gufﬁicient
evidence to conciude ETS. causes ca: ~=r in humans. Disputing the
Assessmenc, Plaintiffs argue: EPA exceeded its authority under
and violated the restricticns within the Raden Research Act; EPA
did not comply with the Radon Research Act’s procedural

o

requirements; EPA violated administrative law procedure by makin

a conclusion regarding ETS before it conclucded its risk
assessment, andé ZPA's ETS Risk Assessment was nct tne result ol
reasoned decision making.: EPA denies the same and argues the
administrative record (record) demonstrates reasoned decision

itiemaa

making. ©Plaintiffs have also filed a moticn to supplemsnt the

: plaintiffs also zllege that EPA's issuance of the ETS

Y

A.
-
14

Risk Assessment violated Plaintiffs’ due process rights. Tne
court b=s stayed consideration of the due prccess claims pencéing
resclution of the APA claims. See Flue-Cured Tobacce Cogoberstive
Stabilization Corp. V. TPA, 857 F. Supp. 11327 (M.D.N.C. 18932).

N



I. THE RADON RESEARCH ACT

The Radon Research Act was enacted by Congress as Title IV

of the Superfuncé Amendments and Reauthorizaticn Act of 18586
(SARA) and codified with the Clean Air Act at 42 U.S.C. § 7401

note. The Act was based on Congress' finding: - “exposure to

blic

o

naturally occurring radon and indocr cir pollutants poses P

heaith risk([s],” id. § 4C2(2); wFederal raden and indoor air

polliutant research programs are fragmented and underfunded,” id.
§ 402(3); and an “information base ccncerning exposure to radon
and indoor air pollutants should be developed . . . .” Id.
§ 402(4). The act prov:ces

{a) Design of Program. - [The =22] shall establisnh

a research program with respect TO radcn c¢as and

indoor air guality. Such progranm shall ke

designed tc -

—a and inforra:ion cn &l

i
to ccntribute to the unoers-and
health problems associated wi

tl
existence of air pollutants in the
indocr envircnment;

{2) ccordinate Federal, State, lccal,
and private research and developmen:



(3) assess ap te Federal
Government actions to mitigate the
environmental and health risxs
associaced with indoor air guality
problems.

ot m

(b) Program requirements. - The research program
required under this section shall include -

(1) research and development concern*ng

the identification, cha*acgerlzatlon,A ' e
and monitering of- the sources and levels

of indoor air pollution .- . . .

(2) research relating to the effects of
indoor air pollution and radon on human
health;

(6) the disseminaticn of information tc
assure the public availability of tn

vy
({1

findings of the activities under this

section.
I&. § 403(a) & (b). Congress also required & narrow
censtruct-ion of the authority delegated under the Radon Research
Act. Nothing in the act “shall be construed I authorize the

[EPA] to carry out any regulatory program or any activity other

han research, development, and related reportiing, information

dissemination, and coordinaticn activities specified in [the

o>
>

adon Research 2act].” Id. §
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assisc EPA in carrying out its statutory oblications under
Radon Research Act. One of the advisory groucs is to be a
committee comprised of representatives of federal agencies

concerned with various aspects of indoor air guality, and the

n

other group is to be “an advisory group comprised of individual
representing the States, the scientific community, industry, and
public interest organizations . . . .” I1d. § 403(c). The Act
requiras EPA to submit its rese.rcsh pla:n to the EPA Science

Advisory Board which, in turn, would submit ccmments to Congress.

Id. § 403(4).

II. STANDARD OF REVIEW?

\O
(&)

Serv. Comm’n v. FCC, 476 U.S. 355, 374, 206 8. Ct. 18%0, 1501,

L. 4. 2d 369 (19585). Title 5 U.s.C. § 706{2;{C) reguires the

: As this case involves review of administr tive agency
action, the court will not conduct de novo review but must ¥
the record before EPA at the time EPA made its decision. Feor =z
discussicn on the scope of review, see Flue-Cured Tobacco
Cooperative Stabilization Corp. v. EPA, NO. €:93CV0OC370 at 16-273
(M.D.N.C. May 23, 18%S5) (Memorandum Opinion ciscussing sSummalr
judgment on scope cf review) .
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co b= . . . in excess of statutory JuUrisaicticn, autior-y. ox
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limitations, or short of statutcry right. Tre initisl Inguiry

for judicial review of agency action is “whether Congress hes
directly spoken to the precise guestion at issue. If the intent
of Congress is clear, that is the end of the matter; for the
court, as well as the agency, must give effect to the

unambiguously expressed intent of Congress.” Chevron, U.S.A.,

Inc. v. Natural Resources Defense . -~incil, Inc., 467 U.S. 837,

842-42, 104 S. Ct. 2778, 2781, 81 L. 4. 24 €52 (1984). “The
task of resolving the dispute over the meaning of [the statute]
begins where all such inquiries must begin: with the language oI

the statute itself.” United States V. Ron Dsir Enter., Inc., 483

y.S. 235, 241, 109 S. Ct. 1026, 1030, 103 L. =3. 2d 250 (1¢8¢9)
(citazions omitted). “The judiciary . . . is zhe final authoricy
on issues of statutory construction and will reject

administrative interpretations which are conirary toO the clear

N
—
o
ct

y

concressiocnal intent.” adams v. Dole, 927 F.22 771, 77

the statute is silent or ambigucus with respect TO the

—
-

f—
[}

specific issue, the guestion for the courr :Is wnhether tne

on a permissible construction oI the

(o]

agency’'s answer is base

6
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statute Crevroo, 4567 T.5. 2T 543, 10¢ 8. CtT. &t <«.c«< Zourzs
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do nmo: always az:de by this Zhevyon celerence. A.LICugh iS

no deference is accorded to an agency'’'s view cf a statute where
the statute does not confer rule making authority on “he agency.

Compare Merck & Co. V. Kessler, 80 F.3d 1543, 1550 (Fed. Cir.

1996) (Chevron does not apply to interpretive rules); Atchison,

Topeka & Santa Fe Ry. v. Pena, 44 F.3d‘437, 441-42 (7t¢th Cir.

1994) (en banc) (same), zff'd on othex grounds sub non.

N

Brortherkood of _ccomotive Enc'¥s V. Atchison, Topeka & Santz Fe

[
'
G
Q.

Rv,, 116 S. Ct. 565 (15%8) wicth Trans Union Cerp. v. FTC, &

228, 230-31 (D.C. Cir. 1gs6) (applying Chevron to interpretive

rule); Zlizabec= Blackwell Eezlth Crr. for Women v. Xnoll, &1
F.38 170, 182 (33 Cir. 13%5) (same), cert. cenced, 115 §. Ct. El%
(1956) . See Remald M. Levin, Sgope of Review Legiglation The
Lessons of 1993, 31 Wake Forest L. Rév. €47, 682-64 (15%6).
Anct-her factor in dstermining an agency’'s discretion in statutory
interprezation s Tne specificicty of interprezation Courss

determine the ceneral meaning of legislation, whereas agencies

are cften better eguipped to determine interstitial meanings.

LY

ive Law Principies znd Practice 708-7:
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IITI. EPA’s AUTHORITY UNDER THE RADON RESEARCE ACT

The parties assert the plain language
determines whether EPA had authority to assess tne risks
classify ETS. The court agrees. However, the partie
the plain language, come to opposite conclusicns.
argue EPA exceeded its statutory grant of authority under the
Radon Research Act by conducting a risk assessment, making a

carcinocen classification, and by engaging in de facto

regulaticn. Plaintiffs also argue -he Toxic Substance Control

Act prohibited EPA’s risk assessment of ETS.

A. The Radon Research Act Authorizes EPA’s Risk Assessment
and Classification of Environmental Tobacco Smoke.

Plainciffs concede EPA was authorizel to ccnduct

(a}

TS and indoor air quality but arcue EPA’s ETS

D]

research cn
carcinogen risk assessment and carcinogen classification are

EPA's Guidelirnes

regulatory activities, not research activities.

for Carcinocen Risk Assessment, 51 Fed. Reg. 3,852, 33,983
(1566) (Risk Assessment Guidelines) state: “[r]Jegulatory

decision making involves two components: risx assessment and
risk management.” See alsgo, 60 Fed. Reg. 52,332, 52,034 (199%)

(Risk assessment is a component of the regulazory process.) .

e
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Dlainciffs alsoc rely cn the Nationa: Resourcs Ccuncil'’'s (NRT:

Redbook which recognizes risk assessment &s 2 Giscinc: eiement <=

the regulatory process. =2££ NRC, Risk Assessment in the rederzl

Government: Marmaging the Procegs 3 (1983) (NRC Redbook) .

Plaintiffs argue that since risk assessment Is a component of
regulatory activity, risk assessment is not authorized resear
but rather proscribed regulatory activity.

EPA’s Risk Assessment Guidelines state risk assessment

incorporates judgmental positioc.s :n.3 tue Agency'’s reJjulatory

Hl
’ - |
n
O

fs

4]

mission. Risk Assessment Gulcellnes at 33,¢¢4. Plain

.

b}

offer evidence that EPA has promulgated reculations for every
other substance for which it has conducted a risk assessment and

the substance as a G:oup A carcinogen.® Thus,

0
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n
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th
[
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Plaintiffs conciude that EPA’s guidelines and actions cemons
risk assessment is a regulatory. not research, tool.
in arguing EPA recognizes this distinction between risk

assessment and research, Plaintiffs oifer evidence that EZPA Is
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assessing th

are being conducted under the authcrity of the Radon
Y
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3 gee Assessing the Effects of Environmental Tobacco Smcke :

Hearinc on S. 282 and S. 1680 Before the Subcomm. on Clean Rirx
and Nuciear Rec. of the Sen. Comm. on Env't axnd Public Works,
1034 Cong. 177, 204-05 (1554) (Browner Hearing Responses) .

9



Control Act (TSCa), 15 U.S.C. §§ 2601 et sec., which &czherizes

EPA to describe “action levels indicating th health risk
associated with different levels of radon expcsure.” TSCA
§ 2663(b) (1).5 Plaintiffs argue EPA’'s reliance on TSCA indicates
EPA realizes the Radon Research Act does not authorize risk
assessments or carcinogenic classiIications.

TPA replies that the Radon Research Acc provides a broad

-
1

mandate to conduct activities short of actua. regulaticn. Uzon =
sparse legislative record and subseguent congressional funding,

EPA urges that Congress intended the act to include ETS.

The court is not persuaded by Plaintiffs’ arguments or ZPx’'s
reliance on what certain members of Congress intended. The piain
language of the statute is sufficient to resclve this dispute.

Tn the Radon Research Act, Congress directed EZPA tO gatherx
infermation on a.l aspects of indoocr air guality, resesarch indcor
¢+ See Browner Hearing Responses at i1s0-%2.

s plaintiffs also provide evidence that EZPA did nct incivde
the ETS project when providing Congress wito 2 listing < Agencw
research accivity
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authorized risk assessments requires defining risk assessment.
“Risk assessmen: is the use of the factual Lazse to cdeiine the
health effects of exposure of individuals or populations to
hazardous mater:ials and situations.” NRC Redbook, at 3. “[NRC]
use[s) risk assessment to mean the characterization of the
potential adverse health effects of human exposures to
environmental hazards.” Id. at 18. “The gualitative assessment
or hazard identification part of risk assessment contains a
review of the relevant biological and chemical information

bearing on whether or not an agent may pose & carcinogenic

hazard.” Risk Assessment Guidelines at 33,524
Risk zssessments include severzl elements:
descripticn of the pctential adverse heal:h
effects based on an evaluation of resulits ci
epidemiologic, clinical, toxicologic, and
environmernzal research; extrapolation Zrom these
results to predict the type ana estimace the
ex-ent of health effects in humans uncder given
conditions cf expcsure; judgments as tc The number
and characteristic

s of persons exposed &I Various
rations; and summary Zudgments
on t existence and overall magnitucde cI t
public-health problem. Ri sk assessment &lso
includes characterization of the uncertainti
inherent in the process of inferring risx.

NRC Redbook, a:t 18.
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In ressarcrlliig erzects on hea_;:., SFA MLST assess wihetrner

pollutants are hazardous toO nealth. Researching whether

pollutants are rhazardous O health necessarily entails assessing

[\

the risk such pcllutants pose to health. Thus, researching
health effects is indistinguishable from assessing risk to
health. Congress’ directives to research the effects of indocr
air pollution on human health and disseminate the fincings
encompass risk assessment as defined by NRC and explaired by
EPA’s Ricx Assessment Guidelines.

The NRC explains “descript;on of the pctential adverse

realth effects” is a component of risk assessment. I¢. The

Radon Research Act requires researching pollutants’ efZects on

healtn and disseminating the findings. The mandate oI the Act
requires mere of TPA than merely describing eilects. Congreés
intended EPA to cisseminate findings, or conc.usions, tassd ugon
the information researched and gathered. Utilizing descripticns
of nezlth effects to make findings is risk assessment.

search Act contains two independent directives

M

The Radon =
whicr aurhorize IZPA to classify indoor pollutants as
carcinogenic. First, Congress required EPA tc characterize
sources of indocr air pollution. Radon Resezrch Act § £03 (D) (1) .

Since they emit casses and particulates, burning cigarettes are &



source of indocr air pollutants. 3y dstermining whetliier thess
emissions cause cancer in people exposed tc IZurning cigareties,

iR

EPA is characterizing a source of indoor
Congress required EPA to determine indocr pc__utants’ e
health. Id&. § 403(b)(2). In determining whether health is
affected by a pollutant, the researcher must :dentify whether a
causal relationship exists between the pollutant and
dete-iorating health. Put simply. the researcher must determin
how, if at all, a pollutant affects .ealth. <Cnce & researcher
has identified how a pollutant harms human hezlth, the risk is
mos: often identified.® This is especially :true regarxding
carcinogens. The Radon Research Act’s genera- language
authorizing EPA to characterize sources of pcllutants, research

effects on health, and disseminate the findings encompasses

0
tn

-
~

classifying pollutants based on their effe

¢ For example, if research determines & pollutant narms
uman health by causing malignant tumors, =

h T Is ipso

carcinogen. See Ted A. Loomis & A. Wallace Xzyes, Egsserntials ¢f

Toxicoloay 232-36 (4th ed. 1996) (tests for czrcinogericity). I
£

research deterrmines the pollutant causes blocxage -0
neurotransmissions, it is ipso factoc a neurctcxin. See David
Franz, et al., Clinical Recocnition and Maznzcswent of Patient
Exposed to RBiolocical Warfare Roents, 278 JiV 399 (1387)

w

(discussing botulinum toxins).

[
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The court is not persuaded by P.aintiils’ evidence showing
risk assessment incorporates judgmenta
regulatory missicn. Researching now a pollutant affects heal:cn
entails conducting risk assessment. Judgment and infsrence do
not automatically remove risk assessment from what ccnstitutes
researching health effects. To the contrary, judgment and
inference inhere in the “use of [a] factual base to define the

health effects of exposure of individuals or populations to

hazardous materizls and situations.” NRC Redbook, at 3, 18, 28.
“Risk assessment . . . includes characterization of thre
uncertainties inherent in the process of inferring risk.” Id. at

18.

The uncertainties inherent in risk assessment ca=n
be grouped in two general categories: missing Cr
ambiguous information on a particular sukbstancs

\.
and gaps in current scientific theory. Wwxen
scientific uncertainty is encountered in the risx
assessment process, inferential bridges are needed
to allow the process to continue. . . . The
judgments made by the scientist/risk assessor fcr
each compcrnient of risk assessment often exntail =

chcice among several s;‘e“tzzlcallv plausible
options; tre Commi nas designated these

inference goticns.

71d. at 28. 1In conducting a scisntific ingquiry intc whether a

pollutant affects human health, a researcher will have o choose

- . e EvEiq: . o . e
inference options In fulfilling its cktligaticn under the Radcen
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that are scientifically plausible and funcamentalily -alr are pars

Radon Research Act so long as the assessments do not Impede the
Act's general reguirements of gathering all relevant infcrmaticn,
researching, and disseminating the findings.

The court disagrees with Plaintiffs’ argument that risk
assessmern: constitutes a regulatory acztivity and is thus
prohibited under the Radon Research Act. Both the NRC's Redbo

and TDA’s Risk Assessment Guidelines identify regulateory activity

as being comprised of two elements: <risk assessment and risk

_ - “teie - e - . . - -
man&gement. Trohipition of certain congauct coes not i1nc-.ugse
nroRizition s Teeecn RAas ivi as.? Trshnibitins ceonduct
Tronisitilh CZ .Lgsser included acti ie8 sTXCONIDITINS CCLluc .

- L. R - ..
entaiis & pronloiticn against conauctIng the legsexr 1nC.Lllel

: £ -+ 4 ' s e

assessment 1s & component oL regulatlon. CCI‘.QI‘QSS DronL2iticn
£ Toes - K -=
oI regculatlicCli 18 o a pr nibiticn aga* St the COmMPonents




encaging in regu.a&tlng. SisKk assessments are rnciqental IO

- £ . . = F
researching e€IZects on nea.tl, characterxiziriz sources oI

p=j

pollutants, and making findings. So long as collecting and
researching information and disseminating the resulting

EPA’'s lodestar, Congress’ nibiting regulaticn

v
H
o
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0

informaticn
under the Radon Research Act does not preclude risk assessment.
The court will review the ETS Risk Assessment to determine
whether ESA conducted its research uctivities in acccrdance with
the Acct.

Finally, Plaintiffs’ evidence of EPA's reliance cn other

)
}

statutes for assessing risks of other indoor air pollutants 1is

(L
i
'Y

not persuasive. In these statutes, Congress ¢grante A

-

regulatory power over certain pollutants. Z=7FA has since

1

promulgated regulaticns pursuant to these statutes. -t is
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¢ Pven if it were persuasive evidence that EPA interpre:e

the Radon Research Act to exclude risk assessment, the court
makes its determiratic.. pased upon the lan-uage Congress used,
not agency intercretaticnh.



B. EPA’'s Environmental Tobacco Smoke Activities Do Not
Constitute a Prohibited Regulatory Program Under the
Radon Research Act.

Dlzinciffe have shown that EPA aggressive

disseminated infcrmation, coordinated activities with government

agencies and non-governmental crganizations, and promcted ETS

().

regulation and prohibition.?® Plaintiffs argue EPA’s conducct
constitutes de facto regulatory activity in viclation of the

Radon Research Act.

F Seg, e c., Summary of EPA Drafr Conclusicns anc SAE
Review, St 3ayard, EPA STS Frcject Manager, ORD Q.2 at i
(April 4, 18 ,;) (Jeint Anpe dix (JA) 6,700) (“=PA has no

regulatory authority on ETS, but is coordinating with
=

does have regulatory aut r*crlt:y in the workplace.”); E?
Memorandum Srcm Wiiliam G. Rosenberg, Assistant Administratior fex
2Air and Radiazzion, to Erich W. Bretthauer, Assistant
Admiriscrator fcr Research and Development at I (Cct. 7, 18s1)
(JA 6,5%6-97) (urging expedition of ETS study; local, state znd
federal agency projects awaiting 1its issuance!; EPA Memorandum
from William 2. Rosenberg, Assistant Administrator for Alr and
Radiation, tc Dcnald G. Barnes, Director, Science Advisory Board
(June 28, 15%2), and attached ETS Technical Cecm pendium, Draft
(May 1951) at 2 {(JA 6,755-36, €,758) (intended toO help state
legislators ban smcking in workplaces, restaurants, and putlic
places)



activity but were achieved through means autnhcrized Dy Congress.

Congress prohibited any regulatory program or activity v“other
than research, development, and related repor:ting, information
dissemination, and coordination activities . . . .” Radon
Reserrch Act § 404 (emphasis added). EPA may be using its
authority under the Act more aggres:.vely and effectively than

Congress had foreseen, however, such activities are within the

m

law as written. Removal of EPA's authority to engage in de facto
regulatory activity under the Radon Research Act requires an act

of Congress, not the court’s judgment.

C. The Toxic Substance Control Act‘’s Prohibition With
Respect to Tobacco Does Not Apply to the Radon Research
Act.

In the Toxic Substance Control Act {TSCA), Congress

authorized EPA to regulate chemical substances presen

it plaintiffs also seek leave to supplement the o
claiming EPA is promulgating indoor air regulations by funding
and controlling a private entity that drafts :Indoo i
ventileticon standards that are adopted in st ca
building codes. The ccurt does not consicder these allegaticns "=
ruling on the parties’ summary judgment mot:
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unrezsonable risx cf injury o nealtnh or tne snvirgnment. LE

U.S.C. § 2605 TSCA does nct authorize ZPA ¢ regulate tcracce
products. Id. § 2602{2)(B)(iii). Some in Ccngress have

attempted to repeal the tobacco exemption for the purpose of
providing EPA with authority to regulate tobacco smoke under
TSCA. See 136 Cong. Rec. E2223, E2224 (daily ed. June 28, 1920)
(statement of Rep. Luken). More recently, a bill was introduced
to amend TSCA “to protect the puvblic from health hazards caused

by exposure to [ETS].” S. 1680, 1(3d Cong., lst Sess., 139 Cong.

'™

Rec. S16222 (daily ed. Nov. 18, 1593). Both bills were
introduced after the enactment of the Radon Research Act, and
neither passed. Plaintiffs argue the specific language in TSCA,

regarding tobacco, takes rrecedence over the generzl conflicting
S o S g

presumes. In the TSCA, Congress directed EFA to prohibit, limitg,
and regulate the manufacture, érocessing, cr distribution of
hazzrdous chemical substances. Congress exsmpted tobacco irom
TSCA's regulatory reach. The Radon Research Act contains no

regulatory authority. Compare TSCA § 2605 (EPA’'s requirements in

reculating manufacturing, processing, and distribution cf

hazardcocus chemical substances)!, with Radcn Ressarch Act § 404 (o2




acto

th

To the extent the Radon Research Act authorizes de
regulatory activity, Congress simply excluded tobacco from the
definition of chemical substance as used in the TSCA chapter.

See TSCA § 2602 (definitions "“As used in this chapter”).
Congress’ defining “chemical substance” under the TSCA to exclude
tobacco does not mean Congress conclusively removed tobacco from
EPA’'s jurisdicticn. It means Congrsass removed tobacco from the
autrnority granted to EPA under TSCA. Congress did not so limit

air pollutant” under the Radon Research

[ 1Y
. 4
o]
[N
(¢]
0
aj

~he cdefinition ©

Act. See generallv Covne Beahm, Inc. v. FDA, 966 F. Supp. 1374,

h
‘g
(W)
T

1375-80 (M.D.N.C. 1597) (declining to infer preemption O!

authority to regulate tobacco products from cther tobacce-

specific legislation cr Congress'’ failure tc act). There peing
no conflict between the statutes and finding Congress’ TSCA
restriction by definition inapplicable to t-e Radon Research ACT,
Plaintiffs’ argument fails

IV. EPA’s PROCEDURAL REQUIREMENTS UNDER THE RADON RESEARCH ACT

[\
]

Plaintiffs

t

rguc EPA failed to establish and consult the

ot

by the Radon Researcn ACt, nerefore,

fv
ot
.

advisory croup mandate

20



EPA responds by arguing it satisfied its procsdural regulirementis

1]

by ccnsulting the EPA Science Advisory Board (SAB). EPA states
it fermed an adviseory group within SAB which included
representatives of all the stacutorily identified constituencies.
EPA further argues that even if it did not satisfy the Radon
Research Act’s procedural requirements: (1) the Act speaks in
general terms and committee forma:ion was not a prereguisite to
researzh activity under the Act, and (2) Plaintiffs were not
prejudiced because EPA utilized public participation and peer
review procedures in developing the ETS Risk 2ssessment. In

reply, Plaintiffs analyze SAB and the members of the board which

reviewzd the ETS Risk Assessment.

A. Background

“[Tlhe SAB is an independent group cI non-Federal

o]
(Y

government scientists and engineers who are mandated through ti

-

Envirsamental Research, Develcopment and Demonstration Act of 1978

to prcvide advice to the EPA Administrator on cechnical aspects
of issues confrcating the Agency.” EPA Memcrandum from william

K. Reilly, Administrator, to Congressman Thomas J. Bliley, Jr.,

.

)

n
5

——

U.S. : esentatives 1 (Oct. 11, 18! (Reilly Mem.) (JA

H

~ouse of Rep

21
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8,31¢C) See alsa, 42 U.S8.C. § 433Z (statute 2uUInOIIILNS Sa3
- . t o o e s el . e

“The objective ¢ the Board 1s tO provaice incdecendent acvice

The Board will review scientific issues, provide independe

scientific and technical advice on ZPA’s majcr prograns and

”

'g

erfcrm special assignments . . . . SAR Char-er § 3, reprinted

in, EPA, U.S. Ervironmental Protection Agency Advisory Commitcees

137 (July 19%4) (JA 3,445). “[T]he Board augments its standing

comm:-tee membership with the inclusion of sufject-matter experts

(‘consultants’) to provide special _asights on particular issues.

4

—ae

names of candidates from a variety of public and private sourc

which generally include the Agency and the affected parties.”

n identifying appropriate consultants, the [sa3] . . . solicicts

Reilly Mem. at 2 (JA §,311). SA=2 chen attempts to seleCt experts

fyom “either side of the middle of the spectrum of views in t}
technical community, with few, if any, coming Irom either end ©
the spectrum.” Id. at 1 (JA 9,310} .

In 1586, Cocngress passed the Radon Research Act wni

H
{7
Q
&
'l
L}
({3

individuals representing the States, the scientific community,

$-.

industry, and public interest organizations tco assist [EPA] in

carrying out the research progranm fer . . . indoor air guality
Radon Research Act § 403{c). The Act also rezguired EFA TO subm

& =hat =X “estaplish . . . &n advisory group cocmprised c:
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its research plan to SAB. Igd. § =0zia In raspcnse, “tns SAS
PR B 3 3 T 3 - 'y 1 = T v m e = —— -

establisnhed the Incoor Air CQuality/Tctal Human ExXposure Commitles

(IAQC) as the forum in which the SAB would ccnsider indocr air

issues.” Reilly Mem. at 1 (JA §,310).

oA Ethics Advisory sent to IAQC draws the diszincction

U]

An

between “representatives” on advisory committess and “Special
Government Employees.” EPA Memorandum from Rcoert Flaak,
Assistant Staff Director, SAB, to IAQC at Enclosure G- (June 17,
1952) (JA 10,938-40) (Flaak Mem.). Representatives are those who
“appear in a representative capacity to speak Ior firms or an
industry . . . or for any other recognizable ¢group . . . ,”

whereas “Special Government Employees” do not. Id. (SA 10,940).

"

Another attachment, captioned “Procedures for =zublic Tiscleosures

at SAD Meetings,” states the IAQC panel members were SsSIrving as

Special Government Employees, not as representztives: “SAB

members znd consultants (M/Cs) carry our [sic] their cuties as
t Tz the COI

Special Government Employees (SGE’s) and are subjec

[conflict of interest] regulaticns.” Id., at Znclosure T {(Jh
it pnclosure G: EPA Memorandum from Gerz_d Yamacdsz,

Principal Deputy General Counsel, Designated Azency Etnics

Official, to Deputy Ethics Officials (April 24, 1982)

23
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10,838). See 12 T.S8.C. §§ 2U<-Ls (restricTicns oo Specla.

government employees) .

B. Neither the Science Advisory Board Or Its
Subcommittee Is the Representative Advisory
Group Congress Mandated In the Radon Research
Act.

The language used in the Radon Research Act, the nature
of SAB, and the composition of the IAQC which reviewed the ETS
Risk Assessment, demonstrate that EPA failed to éomply with the
procedural reguirements sec forth by Congress. In § 403(c) of
the Radon Research Act, Congress clearly reguires EPA to
establish a representative advisory group to assist EFA in
carrying out research programs conducted under the Act. The

group is to be comprised of representatives from tne states,

scientific community, industry, and public intersst
organizations. In the following paragraph, § 403(d), Congress

requires that EPA submit itls research plan “to the EPAR Science

Ser o= - 5 ” o) 3 . 3 -— -

Adviscry Becard . . .," woicn would then submit its comments O
v ~ = . 5 . % - - - -

Concress. “Where Congress includes particular language i On€

section of a statute but omits it 1in another section of thne sams

Act, it is generally presumed that Congress acts intenticnally
and purposely in the disparate inclusion or exclusion.” 2xown V.



s e e e aaz qam wa=z & A= =2=z5 ==z5. 130 . £&. 28
Gavdnmsr, 5.3 U.S. 115, 1227, 115 5. LT. =24, =329, 0%~ 2. Zc

r - -~ vt - - - - - ~ ~
462 {19854 (citation omizted) The presumpticn 1S STISnSTiened

where, as here, the disparate language is used within The same
section. HEad Ccngress meant SAR when reguiring a repr resentative
advisory group, Congress woula have specified SAB as it did in
the subsegquent paragraph. Further, § 403 (c) calls upon EPA tO
establish the advisory group. In 1977, Congress mandated
creatic:y of SAB, and EPA complied. Congress’ use of “establish”

suggests that EZA should create a group. Congress would not

‘U
33

to establish what already exists. A clocser

(13

likely direct E
examination of SAB verifies the court’s statutory construction.
Congress directed EPA tO establish and ccnsult a

-ae e S e T : T
representative ¢roup T assist EXA 1n conauc

ny
(D
( )
'y
w
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“he Radcn Res

one must pcssess the ablliity to “speak or act with autnority on
behalf of,” or “act as [a)] substitute or agent” for the person <X
interest repressnted.®® Elack's v DICLIOZaZy 1301 {fch ed

1830) Irn contrast, EPA designed SAB To provide independent

2 The lecislative history supports this common sense

terpretation of “represent. Senator Lautenberg, one of the

nsors of the bill that became the Radon Research Rct, s&:

v ”emwi::ee was te be “a blue ribbon advisory cexr

:tuencies. L
)



meaning the employees are tempora 21y

i

appointed, “as sncrasted with members who are designzced as

‘representatives’ . . . .” Flazak Mem. at Enclosure G (JA
10,538). 3GE’s may not participate 1in matters that affect their
employers’ financial interests.*? Id. (JA 10,839). Congress’

requiring a collegium of representatives is incompatible with
SAB-s independent and aspiringly neutral composition. Both the
role Congress assigned to each group and the composition of the
group that provided advice on the ETS Risk Assessment DX rovides
furcther evidence of this in compatibility.

Congress set forth in § 403(d) a role for the SA3 that
tracks the SA3's traditional mission: providing incdecendent

PA’s plan for implementing tne

11

scientific review and ccmment oOn
research prograw. In contrast, § 403 {c) charced the advisory
group with representing specified constituences and providing

assistance =c =T in carrying out the research program. Thcse

- ..




- - - e = -2 S -
hat provided advice tc ZFA on tne £

cr

The IAQC croup
Assessment was nct the representative body reguired zv § 203ic).

ETS Risk Assessment at xviii-xx. 1In the Z7T8 Risx Assessment,

(N
(D
(D

|

lists nine members of IAQC who participated in thes reviews o

i
"y
>

two review drafts. Seven of the members are listed as university
professors or members of schools, one was listed as & scientist
in a national laboratory, and one was a state employee. Of the
nine consultants involved, sever. were employed by universities,
and two by special interest groups. G=PA claims that cne of the

isced members, Dr. Woods, represented industry. However, this

-

is not possible since Dr. Woods left industry for emplcyment with
a university almost a year before the first draft of the ETS Risk
Assessment was made available for review by IAQC. Seg JA

7,053-73 (Dr. Wood’'s curriculum vita). EPA Zurther asserts'tna:
two other individuals represented industry. Tne ETS RisK
Assessment IAQC listing does ncot contain the names of zhese
individuals. The individuals are not listed :Iin the I22C ETS

reviews'’ transcrip:ts,-’ nor does EZPA assert cr direct the ccocurt’s

14+ Gee U.S. SPA SAB IAQOC ETS Review, I.SA3.16.1 & .2
(December 4 & 5, 1990) (transcript volumes I & II) (1580 IAQC
Transcript) (JA 8,793-9,213) U.S. EPA SAE I20C TTS = -

I7.SA3.8.1 & .2 (July 21 & 22, 1992) (transcript volumes I & I:
(192 IAQC Transcript) (JA 11,641-12,105).

27
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EPA points out that some panelists were zssociated with
organizations that had received some industry funding pursuant -0
contract. That does not convert those individuals inte industry
representatives under § 403 (c). EPA also urges that one of the
panelists was selected as a consultant on the recommendaticn oI
the tobacco industry. Appropriately, ZPA does not attempt TO
argue that one becomes a member Or representative OI industr
upon & recommendation by industry.

EPA confirmed IAQC’s independence from outside interests.

When he was preparing the parnel for the second public meeting o

the draft ETS Risx Assessmenlnt, rthe SAB assistant CirecIor

included in his transmittal letter a reminder =o panel members oI
their co“-l*ct of interest and cisclosure ctligations:

An area of potential sensitivity 1in Cuzr cublic

meetings is the nature f your interacticns with

both the Acency and outside interests oo 2

particular matter. AL the beginning ci :t=ze

mee-ing, I will ask each person o the Committee

co veluntarily discuss any such areas Tney wish TO

identify. . . . 1Issues of concern can include the

extent to which you or your organizatiocnh nave
received (or will receive) professional cr
personal benefits from any individuals,
organizaticns or groups . . . represeniilng any
viewpoint ccnceriing the iss e{s) und:r
censideraticn at this meezin
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% Mem. at 3. At both IAQC pub.icC reviews, 4O Ong acmitted

1=
il2

1

representing industry or any other § 403(c) ccmstituency.t Thl
result was in ac:ordance with SAB’s designed cturpcse and the EFA
ethics advisory sent to IAQC.

After reviewing the Radon Research Act, analyzing the SAB,
and reviewing the actual composition of the IAJC, the court has
found no evidence that the IAQC involved with the ETS Risk
Assessment satisfied § 403(c) of the Radon Ressarch Act. EPA’s
procedures, guidelines, and conduct in the ETS Risk Assessment
clearly demonstrzte that SAB and IAQC are inderzendent bodies.
EPA‘s argument that IAQC was a representative zody is without
merit. IAQC’s membership did not include individuals from
industry or representatives from more than cone state. No members

were invited to represent or admitted to repressnting any

U]

constituency. Rather, EPA’'s regulations proniZited parties witn
meaningful outsice interests from participati=zs. Accordingly,

ZPA failed to ceomply with the reguirements oI § 402 (c).

S r
IAQC Transcript at 16-25 (CA



c. The Timing of Committee Formation

EPA argues that § 403(c) is general_vy worded and &c

no- make the formation of a representative advisory committee 2

prereguisite that must be satisfied before ErA
specific activity under the Act. There is no evidence in the
record, nor does EPA argue, that EPA established the committee

during or after any activity conducted under the Act. Since the
ccmn..ttee has noﬁ been established, EPA’s argument about when it
could have sought the committee’s a_sistance appears academic.
However, for purposes of fashioning a remedy, § 403 (c) reguires
EPA -o seek the committee’s assistance “in carrying out the

research program . . . ."” Congress intended consultation at

leasr while EPA conducted research. Ongecing consultaticn

See Morapifo V. =.uT,

reguires mcre than post hoc consultation.
528 F. Supp. 252, 264-66 (S.D.N.Y. 1981) (Under the Socizl
Security Act, where consultation with a medical adviscry

committee is reguired, ccmmittee input must Dde sought and

rece:ved before acticn is taken.).

D. Consequences of EPA’s Procedural Failure
Plaintiffs argue EPA’s actions were unlawiul and the

ETS Zick Assessment must be set aside. EPA argues Flaintiiis

- Sas

30



were not praiudiced “because EPA in ZIact utilized extensive
public participation and peer review drawing upon all of -
desigrnated constituencies in developing the =TS Risk Zssessment.”
(Conformed Mem. Supp. EPA’s Cross Mot. Part. Summ. J. at 42-43.)
Further in its memorandum, however, EPA mainteains it did "“not
have an obligation to respond to public commernts in the same
manner as in [an APA] section 553 rulemaking,” id. at 49, and the
court cannot reguire EPA to respond to comments because
“reviewing courts are generally not free to impose additional

procedural requirements if the agencies have not chosen to grant

them.” I4.

Even if EPA éid provide a genuine opportunity for comment

and SAB review, the Agency was required to carry cut its research

th

program with the assistance of an advisory gxcup ©
representatives of the identified interests. ZIPA may not rewrite

Environmental Def

the terms of the Radon Research Act. ee

Fund, Inc. V. DDA, €36 F.24 1267, 1283-84 (D.C. Cir. 19280)

(agency-creazted “de minimis” cutoff from application of statute

was struck down because not in compliance with terms of statute!;

0
~J
N

Alabama Power Co. v. Costle, 636 F.2d 323, 365 (D.C. Cir. 1

(The agency is not “free to ignore the plain meaning of the

I
h

statute and to substitute its policy Jjudgment Icr that c©

31



A congressional directive to consult an advisory gomm:

is more than a formality. The Court of Appea.s for tnhe D

f Columbia emphasized the significance of adwvisory ccmmi

.

explaining the procedural requirements within the Federal
Mine Health and Safety Act of 196%9:

The most important aspect is the requirermsnt of
consultation with knowledgeaufe ~epresentatives cif
federal and state government, industry and labor.
This goes far beyond the usual requiremenzs of
public notice and opportunity for commernt set
forth in the Administrative Procedure Act, and
represents the Congressicnal answer to the fears
expressed by industry and laber of the crcspec ct
unchecked federal administrative discretion in the
field. These rather unique reguirements cf the

ct are an important part of the ultimac
egislative compromise, and must be givern their

-

Q, - 3

ue weight.

-¢  Even sc,

th W

represencation. EPA sought parties near the “m;cdle” :f
spectrum when establishing SA3 panels and allegedly awvoid
representation from either end of the spectrum. As a Zsn
rule, the tobacco industry occupies that end ¢I the spsct

contesting the carcinogenicity of ETS and EPA’s motives
ce:

iv
committee aspiring to represent the middle of the ETS
necessarily suppresses the tobacco industry’s perspec:

Further, industry’'s ability to submit comments to a “neut
committee, which itself had access to EPA, .s not ecuival

industry access to EFA.
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Zeiclay Coal Coc. . Klepge, 525 7.22 25z, 222 (D.C. Cir. 157z
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In Nz-icnal Constructors 2ss’'n v, Margna®, S8l F.2¢ 220 (Z.C.
. -~ - T - .- =T . - g 4= o~ - - 9 - nd
Cir. 1578), the Secretary of Labor was obllgated Lo &stab.ilsnii anc

consult with a specially constitucted adviscry committee when
promulgating safety standards. The Secretary failed to do sc.
The Marshal court rejected the agency’s effocrt to eguate notice
and comment with the required procedures and concluded that

“adgrrisory committee consultation should, but in this case did

not, consist of something more than a . . . rest stop on the
route between a tentative proposal . . . and the final
promulgation .. Id. at 271.

EPA relies on Vermont Yznkee Nuclear Powex Corp. v. NRDC,

433 U.S. 519, 538, 98 S. Ct. 11&7, 1218, 55 L. EE&. 2¢ 460 (1873
In Vermont VYarkes, the acgency complied with s:tatutory grocedures,
but the appeals court held the agency should have done more. <The

relevant statutes to justify what the court did here.” Id. at
557, &8 §. Ct. et 1218 In the present actlicn, ZFA violzted =

statutory procecure.

.

At issue trhen is the proper remecdy for acency acticn tha:t is

procedurally delicient. Specifically, the court must cetermins
whether to wvacat-e the ETS Risx Assessment. I Vermont Yankee,




only for substantial procedural or substantive reasons as
mandated by statute . . . .” Id. at 558, 98 S. Ct. at 12185.

In Svnthetic Organic Chem, Mfrs. Ass’'n V. Brennan, 506 F.2¢&

385, 388-89 (34 Cir. 1974), Congress gave the Secretary of Labor
the option of reguesting recommendations from an advisory
committee prior to promulgating certain rules. If the Secretary
usec the committee, interested parties could submit their
comments about the rule after the cummittee issued its report.
The dispute before the Third Circuit arose whern the Secretary
consulted the committee but published a propc sed rule before the

advisory committee submitted its report. The complainants “were

I
ﬂ)

-

not given adeguate time to submit comments or to prepare for th

hearing after the committee’s work was compiezed.” I&. at 368.
The cour: remanded the standards to the agen r with the directive

In Marshal, 581 F.2d8 560, the &
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an advisory committee before promulgating the disputed standarcs.
The court found the agency greatly deviated Irom reguired
procedures and agency regulations by not meaningfully consulting

the committee. The court concluded that, had the agency abider



s: == . . . . ..
PR s amnmAzas mrmvrdimml mha mmriv= vemandas - -
ciflerent stanzzrxcs ACCOroIngly, Tne cCuYt remanaed ths
. e , - - . . .
= - - - I Yot -Salal Ll e h ol alatal~L] - L Sl yq b e o = ~tre _~ e
STE&naarads tacx <o t..he G:;e.‘\-y IO0Y Cconsulcatlll witn Tllg zaa -Sv‘-‘v

commictee. Because the court also found the standards as

adminiscrative record did

(1)

promulgated were not illegal and th
not contain any glaring deficiencies, the court ordered a minimum
remand of ninety days during which the standards would remain in
effect. If the committee recommended alteration, the agency

would have to reevaluate the standards.

In Brennan and Marshal, the agencies fziled procedural

requirements in the process of promulgating agency standards. In

- -

both Brennan ancé Maxshal, the courts remanded the disputed agency

standards with directives to comply with the procedural

-

irectives. The Marshzl decision left the standaxds intact; the

This cazse is similar to 2rxennan and Maxshal in that the =TS

Risk Assessment ccnstitutes an agency characterization

promulgated without acherence to statutery procedure. However,

this case is also unigue. Firstc, it 1s guite clear that the ETS
Risk Assessm consumed significantly more resources than the
promulgation cf standards in Brennan and Maxshal. Second,

Congress’' procedural reguirements in the Radcn Research Act

achere to the resssarch process. Remanding —he ETS Risk
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To sztisfy
the cour:t would have to vacate the Assessment. EPA cculd then
conduct research on ETS with the assistance oI a representative
committee. However, in Vermont Yankee, the Supreme Court advised
that agency action should be set aside only fer substantial
reason. By itself, disregarding a statutory m2ndate to establish
and consuit an advisory committee is substantizl. Ageain, EPA
expended significant resources over several years in producing an
assessment which claimed to deal with public health and safety.
The Assessment’s subject matter and EPA’'s expenditures raise the
threshold ¢f what constitutes a substantial rezsomn.

EPA's complete disrecard of statutory prccedure and the
potential waste cf significant executive branch resources deaiing
with health and safety each suggest a different remedy. In
resoclving this conflict, the court finds persuzsive the raticnale

istrict of Ceolumbia’'s remedy in Maxrshszl. In

Y

t)

[

s v
nderlying the

addition to enfercing Concress’ directive, the remedy shoulcd
G Y

ha

-

ameliorate the harm caused, or being caused, v EPA's procedural
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riclacicn. The cour:t 1is relugtant To charac:Ierize

tr
'u

A's
rocedural deficiency substantial where EPA wculd simply
reproduce the same ETS Risk Assessment at significant ccst. I

resolving the substantiality of ZPA’'s procedurzl defect, the

ot

)

court must inguire whether EPA's procedural failure affected

Assessment. See Textile Workers Union of America v. Lincoln

Mills of Alabama, 353 U.S. 448, 457, 77 S. Ct. 912, 918 (1957)

(Some federal law “lack[s] express statutory sanction but will be

solved by looking at the policy of the legislation and fashioning

a remedy that will effectuate that policy. The range of judicial
inventiveness will be determined by the nature of the problem.”);

United States v. Field, 193 F.2d 92, 95 (2nd Cir. 19851) (“'[I]t

.
+n other cocurts,
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have inherent powsr

necessary for the administration of justice, within the scope c:Z

their jurisdiction.’'”)

¥ In cec1 iing whether procedural compliance could have
produced a dif renf outcome, the Marshal dec* on also
dlst*ngnlshed acency action that violated the law EPA'’

n

procedural failure constitutes a violation of the law. Wwhere
i >l rnot,

i
genicy resources are at stake, the court wil
t a formal, bright line rule.
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V. THE ENVIRONMENTAL TOBACCO SMOKE RISK ASSESSMENT

A. Overview

The court reviews the performance c¢f the =TS Risk

Assessment to determine whether consultation with the
representative group would have likely producsd a different
result.*® The court also reviews the record ¢ determine whether
EPA conducted the Assessment in accordance with the Radon
Rescarch Act, aside from procedural gefects. Plaintiffs contest
the validity of Chapters 3, 4, and -~ of the final ETS Risk
Assessment. A brief overview of the Assessment will elucidate
the arguments.??

Chapter 1 summarizes the claim that ETS is a Group A

carcinogen that causes approximately 3,000 lung cancer deaths per

' plaintiffs initially argue that had industry been
consulted during the research process, EPA llxely would not have
conducted a risk assessment and carcinogen classification.
Plaintiffs’ argument depends on the ETS Risk issessment bein

g

yltra vires. As already addressed, risk assessment is incidental
to gathering infcrmation, researching, and disseminating the
findings.

** The par:ties’' arguments to the court address whether
EPA’s conduct was arbitrary and capricious and whether the reccrd
demcnstrates rezsoned decision making. The court uses the
arguments to determine whether the Assessment would have been
different had industry (and state) representatives addressed
their concerns Zirectly to EPA. The inguiry turns on th
legitimacy of riaintifis’ concerns.



vear among nonsmokers. Chapter 2 T
overview. EPA scates the study was conducted in accordance wi

Y

its Risk Assessment Guidelines. The repor

(&)

explains EFA did nct

-y

use its Guidelires for Health and Risk Assessment of Chemical

Mixtures because mainstream smoke (MS)?° and ETS are not
sufficiently similar. Specifically, using “cigarette-
equivalents” to correlate ETS exposure was not conducted for

several reasons.

Although MS and ETS are gualitatively similar with
respect to chemical composition (i.e., they
contain mos:z, if not all, of the same toxicants
and czrcinogens), the absolute and properticnal
guantities of the components, as well as their
physical state, can differ substantially. . . .
Furthermore, it is not known which of the
chemicals in tobacco smoke are responsible for its
carcinogenicity. Clearly, the comparison c¢f
small number of biomarker measures canncct
adequately cguantify differential distributions ol
unknown carcinogenic compounds.

)

Another area of uncertainty in the
“cigarette-eguivalents” approach relates to
potential metabolic differences between active and
passive smoxers. . . . Because of these
uncertainties, the data from active smoking are
more approrriate for gualitative hazard
identification than for guantitative dcse-response

assessment.
2 Mainstream smoke is the smoke inhaled by the smoker.
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ETS Risk Assessment at 2-7 thru 2-3 I8 YEerCrt Tnen states TIniET
T - oo - - - Y 7 3 - wov - - -~ Ve
alcnough ETS and MS are chemically similar, “ET§ 1s rapial}

dilucted into the environment, and conseguently, passive smokers
are exposed to much lower concentrations of these agents than are
active smckers.” Id. at 2-8.

Chapter 3 establishes that ETS and MS are chemically similar
because: (a) ETS is composed of aged, diluted sidestream smoke
(8S),?* and aged, diluted, exhaled MS, and (b) fifty-two of the
4,000+ characterized chemical constituents of MS were found in

e

SS, which inclucde most of the suspected carcinogens identified in

MS.

Chapter 4 states that the high relative risks (RR) for lung

Ih

cancer associated with active smoking along “with nc evidence ¢

a threshecld level of exposure,” id. at 2-9, the chemical

- edam

ot
9]
(Y

similarity betwesen MS and ETS, and corroborative evidence for

carcinogenicity of tobacco smoke provided by animal bicassay and

genctoxicity studies “clearly establish the biclogical
plausibilicy thzt ETS is also a human lung carcinogen.” Id. &t

2-%; see al £4-27 thru 4-29. EPA asserts tnese observations

> Sidestream smcke 1S the smoke emitzzd frem a smclderinc
ciczrette betwesn puff
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PA should examine

[y

Chapter 4 concludes with recognition that
the “vast body of epidemiologic data dealing specifically with
lung cancer and exposure to ETS.” Id. at 4-2%. The chapter
concludes this data should be examined: (1) to promote “the
interest of weighing all the available evidence, as recommended
by ®PA’'s [Risk Assessment Guidelines] . . .” (2) because SS and
MS rapidly dilute into the environment and ETS components change
phase distributions over time, which raises gquestions about the
carcinogenicity of ETS exposure under environmental conditions,
and (3) since “active smoking data do not constitute a good basis

for quantitative estimaticn of t.ae healith effects of passive

22 A substance is categorized as a Group A Human Carcinogen
“orily when there is sufficient evidence from epidemiologic
studies to support a causal association between exposure to the
agents and cancer.” Risk Assessment Guidelines at 34,000.

Three criter ust pe met before a causzl association
can be infe d betwee: exposure and cancer in humans:
1. There is no identified bias that could explain the
association. 2 The possibility of confcunding heas
been consicered and ruled ocut as explaining the
association. 2. The association is unlikely to be due

to chance.



smoking because the relative uptake and depos-tion between acilve
and passive smokers of the agent(s) responsitle Ior these effects

-

are not known . . . .” Id.

-

Chapter 5 analyzes thirty-one epidemiologic studies o
nonsmoking women married to smoking spouses (spousal smoking
studies). Chapter S combines the spousal smoking studies data
into six statistical “meta-analysis” based on geographic origin.
Chapter 5 also analyzes high-exposure groups in the studies,
conducts a trend analysis, and categorizes studies into four
tiers based on their perceived utility fcr assessing an ETS/lung
cancer association. The analysis within Chapter 5 utilizes
one-tailed tests of significance and 950% confidence intervals.

“The justificatiocn for this usage is based on the a prioxi

H
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(84
ct
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ct
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wvpothesis [from the thecry of biological plausibi
positive association exists between exposure tc ETS and lung

cancer.” Id. at 5-2.

Chapter 6 conducts an exposure assessment in an attempt te
guantify the threa: posed by ETS. Chapter 6 concludes that MS
and ETS are too dissimilar to use data about MS to assess the
risks cf ETS exposure. d. at 6-6. Chapter € thus bases its

exposure assessment on data from the spousal smcking studies ard
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The Addendum addresses large U.S. spcuszl smoking studies
published in 15%2. It claims “these new studies are generally
consistent with this report’s conclusions . . . .” Ig. at

ADD-1. Appendix A reviews the thirty-one spousal smoking studies
and explains how the studies were assigned to tiers based on
their perceived utility. Appendix B explains how EPA adjusted
the data used in Chapter 5's meta-ana.ysis to address the effec:ts
of smoker misclassification bias.

There are two issues. The first is whether EPA’s consulting

represented during the research process, lixelv would have caused
EPA to change the conduct or cocnclusions cf its ETS assessmen

could have presented meritable criticism and advice. The seccnd

issue 1s whether EPA’'s ccnduct was otherwise in accordance with

the Radon Research Act.

** Chapters 7 and 8 do nct involve the carcinogenicity ¢
ETS.



B. Biolecgical Plausibility

l. Industrv Criticism
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I

leintiffs argue EPA’
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anaiysis is flawed because the Agency disrecarded evidence that
MS and ETS are not similar, failed to identify the criteria used
in egquating MS and ETS, and disregarded evidence that MS has a
no-effect threshold. The importance of Plaintiffs’ arguments is
that the biological plausibility analysis estzablishes Chapter 5's

“a priori hypothesis” that ETS is a Grcup A carcinogen. EPA uses

sy

is hypothesis to justify the use of one-tailed significance

-

tests, which the Agency in turn relies upon tc switch from a §5%

- to 90%-cvenfidence interval. : .

Plaintiffs ert 'the reccrd dees not exglain why EPA
ignored reccrd evidence and ZPA’s own findincs in the chemical
similarity analvsis of Chapter 3 Plaintifis poin: out that IZF2

three different conclusions. Chapter 6 estaz’ishes ETS and MS
were toc dissimilar to use MS data to establish the carcinogenic

for the Hezlth Risk mssessment of Chemical Mixtures. Chapter 3,
however, uses the chemical similarities of Z75 and MS tc
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estarlish 75 z2s =z known human carcinogen Flzintiils arzue
- <" : - 3 £ 1 - K - - . R
Chazter 3's similarity &analysis fails Ior tnrse reascns: 2] Th€
.

chapter ignored Assessment findings about the differences between
MS and ETS; (2) EPA ignored evidence rejecting any chemical
similarity; and (3) EPA did not define the cr:teria used to reach
conclusions abou: the similarity/dissimilarityv/indeterminacy of

MS and ETS.

Pleintiffs point out Chapter 3's similarity analysis is
contradicted by the explanation at the end of Chapter ¢ for
analyzing epidemiologic data. Specifically, “[t]lhe rapid

dilution of both SS and exhaled MS intc the exnvironment and
changing phase distributions of ETS components over time raise

some guestions about thé carcincgenic potentizl I ETS under

actuezl environmental expecsure conditicons.” ITS Risk Assessment
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beczuse it does not know which tobacco smoke chemicals cause
- &

carncer nor the effect mectabolic differences zztween active and
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the differences bzzwa2en MS and SS:

The basic assumption of cigarette-equivalents
orocedures is that the lung cancer risks in
passive and active smokers are equivalently
indexed by the common measure of exposure to
tobacco smoke, i.e., a common value of the
surrogate measure of exposure in an active and a
passive smoker would imply the same lung cancer
risk in both. This assumption may not be tenable,
however, as MS and SS differ in the relative
comnosition of carcinogens ar.u wther components
identified in tobacco smoke and in their
physicochemical properties in general; the lung
and systemic distribution of ‘chemical agents
common to MS and SS are affected by their relative
distribution be:tween the vapor and particle
phases, which differs between MS and SS and
changes with S5 as it ages. Active and passive
smoking also differ in characteristics of intake

. . which may affect deposition and systemic
cistribution 2f various tobacco smoke componerncs

d. at 6-6. EPA further revealed that such differences afiect
carcinogenicity: “Pipe and cigar smokers, wno inhale less deeply

than cigarette smckers, have lower risks of lung cancer than

cigarstte smokers.” Ig¢. at 4-10.
In a draft resconse to comments, Kenneth Brown, the primary
author of Chapters 3 and 6, and Appendices C and D, rejects using

a cigarette-eqguivalents analysis because “there are differences

assive smoking that may affect carcinogenic
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risk thzt are not Iully understeced.” Xennetn G. Brown, Dralic
- - T 7 ~ - M - bl & - -

Renor:t Zaszonses -2 Public Cormenis cn the First ZPA Dxalc RosZ

Assessman- of ETS wi-h Discussion of Revisicns that ApD

Second Traft Repcor:, Response To Comment 3.1.4, at 16 (June 1592)

(JA 6,457} (Draft =ssponses). The author agrees “that active and

passive smoking ars vastly dissimilar with regard to exposure,”

-

id., and states,
(al]lthough it would be of interest to know more
abou:t the physicochemical pro;zrties of ETS, the
discribution ¢f exposure concentration, exposure
duration, ané other characteristics, these things
do not need te pe fully understood to conclude
a carcinogen. . . . If the unknown
istics regarding the properties of ETS or
exposure to ETS nullified the carcinogenic
potential in Zresh sidestream smoke, then we would
not expect tc s=22 an association of ETS exposure
lung cancer, as the study da:tsz

that ETS i
character

with increased
indicsate.

Response To 3...2, at 14 (JA §,4535).

|H

Plaintiffs asssr:z EPA’'s statements impact EPA’s biolcgical

plausibility analysis. Regarding EPA’s a priori hypothesis,

Plaintiffs concluds: (1) ETS cannot be a known carcinogen if
dilurtion and aging rzise unresolved guestions about its potential

carcinogenicity, and (2) ETS and MS are not “sufficiently
similar” carcinogens if they are “vastly dissimilar” as to

exposure.
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rediect EPA’s similaricyv conclusions. Plaintifis contenad EZa

Y

selectively cites cr ignores certain studies, depending on
whether the Agency is explaining or disclaiming similarities

and MS. ~Flaintiffs also point out that none of the
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between

t

eleven U.S. epidemiclogic studies analyzed in the ETS Risk
Assessment, as reported by their authors, shows an overall
statistically significant association between ETS and lung
cancer.

Plainciffs alsc argue EPA failed to identify the criteria
used to determine chemical similarity. Plaintiffs insist the

alyze similarity must be precise for two
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criteria EPA u

isk
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. fferent times in the same ETS T
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reasons. rLirs

Assessment, SDPA conciuded that MS and ETS are similar,

f Cronan (JA 6,188); Commentcs of

4 Ge=s, e.g., Jcmments o
Gori (JA 10,839); Zzmments of Todhuncer (JA 10,072); Commencs ci
Flamm (JA 1G,633-31;; Comments of Newell (JA 10,660-61); Comments
of Reasor (JA 1C,72%2}.
i35 gee, e.a., Comments of The Tobacco Institute (JA
&

9,537-38, 9,543); Comments of Reasor (JA 10,7895-90); Comments oO-
R.J. Reynolds (JA 3,341-58); Comments of Puilip Morris (JA

10,012, 10,0Q24).

48



prior risk assessment practices. Sese Risk Assessment Guidelines
t 33,992 (listinc “consistency of carcinogen risk assessments”

laintiffs then provide evidence that,

i)
L{b)

as an EPA goal).
previously, EPA d:iZd not classify agents in Group A because they
contain the same ccnstituents as other Group A carcinogens. See
Tennecsee Gas Pipelines Co. v. F.E.K.C., 926 F.2d 1206, 1211
(D.C. Cir. 1991) (¥When an agency decision is inconsistent with
prior decisions, it must explain the change.).

As their final argument against EPA’s biological

plausibility hypotresis, Plaintiffs dispute EPA’s conclusion that

ETS exposure causes lung cancer because "“[a] clear dose-response

I

relationship exists between lung cancer and amount of exposure

TS Risk

tr)

[tco MS], without anv evidence of a threshold level.”

Assessment at 4-1. EPA's “no threshold” finding means EPA

% Gee Dithiccarbpamate Task Force v. EPA, 98 F.3C 1352
1404-05 (D.C. Cir. ) (vacating EPA’'s listing of a car
as a “K waste” beczuse EPA could not employ a highly
iscretionary and unarticulated “environmental concern” standar
and then fail to explain why that carbamate failed to meet that
standard); see alsc Toler v. Eastern Assoc. Coal Co., 43 F.3d
109, 115-16 (4th Cir. 1995) (review of derial of medical
benefits, requirins an ALJ to identify specific and persuasive
reasons to justify seemingly paradoxical reasoning).

>
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EPA had found a threshold for exposure to MS, then
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one would have to -2 established for ETS. Evidence of an MS

exposure threshold would jecpardize EPA’'s biological plausibility

analysis since ETS is substantially more dilute than MS.
Plaintiffs point to comments and evidence in the record of
thresholds in human, animal, and genotoxicity studies. Again,
iffs point tc EPA’s selective use of studies and failure tc

Plainti

consider or responi tTO contrary evidence.

2. EPA’s Response
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In rzsponse to Plaintiffs’ claim that EPA
respond to certairn public comments, EPA asserts cthat it did rnot
have an obligation to respond to public comments in the same

manner as in formal rulemaking. EPA further reminds that it is

urt to impose additional procedural

(4]
o
)]
0
O

requirements outside those mandated by Congress.
In assessing the health risk of ETS, EPA claims it used a

dence” approach, see Risk Assessment

T —

po-

“total weight of the ev

Guidelines at 33,535, 23,95%-34,000, and the Agency’'s conclusions

50



rely upeon all of ths availazls svidsnces, nct oo any single
analysis cr theory ZPA offers zws reasons the IT5 Risk
Assessment 1s unicus First, the database ¢ evidence concerning
ETS is large and derived from human data. “The use of nhuman

evidence eliminates the uncertainties that normally arise when
one has tc base hazzrd identification on the results of high-dose
animal experiments.” ETS Risk Assessment at 2-7. Second, the
evidence consists of exposure at environmental levels people are
exposed to in everyday life. EPA s.aces such data are rare in
risk assessments and obviate the need to extrapolate a response
from high to low expcsures. The available data being unigue, EPA

asserts “the guidelines themselves stress that risk analysis is

(O

not subject to hard and fast rules, but rather must ke ‘conducte

on a case-by-case tzsis, giving consideration to all relevant

scientific informaz:cn.’'” (Conformed Mem. Supp. EPA's Cross Moc.

-

Part. Summ. J. at 4 guoting Risk Assessment Guidelines at

33,9%2.)

o

TPA explains that its bioclogical plausibility findings resc

on three considerazions. First, active smoking causes lung

cancer in numans, and MS is chemically similar to ETS. Second,

considerable evidencze exists that nonsmokers exposed to ETS

e T

-

n

n

absorb and metabolizs significant amounts of ETS, includ
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cause cancsr in animals and damage DNA, which sclentists
recognizs as being an instrumental mechanism for cance
developmenz. Further, EPA argues that its bioplausibility thecry

alone nesd not be sufficient to support the Assessment’s

conclusion, becauss the theory is confirmed by the findings ZIrom
the epidemiologic studies.
EPA defends its Chapter 3 findings of chemical similarity by

stating the Agency never suggested =ZTs5 and MS are identical

compounds. Rather, ZPA found that ETS and MS are similar in scme

&

respects and can be compared in terms of carcinogenicity.
Differences between the compounds were not disregarded by the

Agency. GEPA cites to the many portions in the ETS Risk

s
o
Nea

Assessment where E7A discusses the dissimilarities between MS an

TS.<

1y

” EPA also relies upon IAQC’s finding:

There are sutstantial differences in the relative

f the smoke formed between mainstream and
sideszream smcke, . . . but there is no reason to
suppose that the qualitative toxicities of ETS and MS
are substantively different. In comparing these two
agents the differences are largely ones of dose and
duration of exposure rather than fundamental
differences in the toxicity or carcinogenicity of the
agent in question.
(continued...)

52



- = - - - -—-— - e DX mm T Y. < - -~ -
ZE2L =SsS2YTSsS TS ASSSeSSTenT STellIlla.LY QLsCussss CL.atiln
s J
- - = - - - - o~ - mavre = -
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ily admit that these are areas of uncertaincy. See =TS

Risk Assassment at 3-10 (“Detailed chemical characterizaticns of

-

re limited. As a result, the impact cz ETS

»

ETS emissicns . .
of factors such as the rapid dilution of SS emissions, adsorption

and remission of contaminants, and exhaled MS is not well

understood.”); see also id. at 3-1. (ETS concentration is the

result of a complex interaction of at least 13 variables; studies

'U
NEd

show largs variations in contaminant concentrations.). E

(8]

asserts tha:t despite these uncerctainties, nonsmokers’ lungs are

abscrk contaminants, including
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carcinogens, and tnhat exposure can be at significant levels

relative Lo active sTokers.

~
m

EPA characterizes Plaintiffs’ ntrastirg the Agenc

differing conclusicas on ETS-MS similarities as nothing mors than

obfuscating the dilisrences betwesen gualitative and quantizazive
assessments. EPA c_zims the first issue (hazard identificz:zicn)

°(...continuegd!
DA, An SAS Report: Review of Drafc Passive Smokinc zHzzl
fferts Document, =2)/SAB/IAQC/S$3/003, at 11, November 20, 13352.
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(“The hazard identification cocmponent
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Guidelines at .
qualitatively answers the question of how likely an agent is to
be a human carcincgsn.”). EPA asserts that if the substance is
identified as a hazard, the second guestion is a guantitative
assessment as to how dangerous a carcinogenic substance is to
humans. See id. (Cuantitative risk assessment is a general term
to describe all or parts of dose-response assessment, exposurs
assessment, and risk characterization.).

i~z it explained four criteria for finding ¥MS

.__J
fu
' 4

EPA also ¢
and ETS chemically similar: (1) the process resulting in the
generation of MS ani SS5; (2] the identity of toxins an
carcinogens in ths <wo substances; (3) the relative toxicity and
carcinogenicity of 33 and MS per cigarette smoke; and (4) the
demonstrated exposure to and absorption by the body of
significant levels 2f carcinogens and other toxins. In response

.

to the charge that 1T cnhange

[ON

its approach in evaluatin
biological plausitility vis-a-vis other Group A carcinogern
determinations, EIFA states risk assessments are conducted on a

v

case-by-case basis. Thus, comparison to other EPA Group A

n

1

determinacions are not relevant. EPA then re-explains the basis
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ZPA asserts :che epidemiologic studies reviewed in Chapter 4

e

estaclish MS as a numan carcirnogen. In defense of chemical
similaricy, EPA rscices the similarities between SS and MS. Be:h
compounds contain the same carcinogenic compounds, moreover, EPA
asserts “there is voluminous record evidence demonstrating that
SS is mors toxic psr cigarette smoazsd than the carcinogenic MS.”
(Conformed Mem. Suzp. EPA’s Cross Mot. Part. Summ. J. at 62.)

In recognizinz that ETS is rapidly diluted into the

xplains that it analyzed the extent to which

(D

environment, EPA
nonsmckers actually absorb and metabolize ETS. First, EPA

examined the exten: of nonsmokers’ actual exposure to ETS in a

variezy c¢f indcor snvironments. The studies EPA reviewed showed
measurable carcincsens and toxins in ETS at levels that varied

but consistently sxceeded background levels. Second, EPA

-

reviewad Diomarker studies which showed at least some of th

®

.
-t
SeeThia

(1]

carcinogens in ETS are absorbed by the body at a higher rat
nicotine. The human carcinogen 4-aminobiphenyl (4-AB§), which is
emitted at concentrations 31 times greater in SS than MS, was
present irn the blzzd ¢f nonsmokers exposed to =TS in
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smokers

exposed to ETS abscrr and metabolize ETS, including carcincgenic

compounds.
EPA asserts tha:- Plaintiffs’ arguments are simply attacks on

the uncertainties :inherent in the risk assessment process. A

- i

risk assessment, by its very nature, is not a final determination

abou*- the health effects of a substance but is instead an

assessmen: that makes the best judgments possible based upon the

~

available evidence. Ethvl Corp. v. EPA, 541 F.2d 1, 24 (D.C.

Cir. 1976). In conducting risk assessments, an agency musc ador:
inference options &xd point out where evidence and scientific
knowledge are incomzlete. NRC Redbook, at 18, 28.

Finally, EPA d=zfends its determinacion that there is nc safe
level of exposure 2 MS by referring to several studies that
found a risk of lunc cancer at the lowest levels of exposure to
MS. EZA also reliss upon SAB’'s finding it plausible that
orolonged inhalaticzn of ETS results in some increase of lung
cancer. Finally, Z?A assercs the record rebuts Plaint iffs

argument that nonsTokers are exposed only to small amounts of

ETS.
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EPA zifers chres assercions as the foundation
Plaintiffs contest =Z7A’s
first assertion tha: MS and ETS are similar. In support of its
second assertion, EPA points to evidence in the record that some
componencs of ETS ars absorbed by nonsmokers. EPA does not,
however, direct the court to evidence in the record demonstrating
that the observed absorption of ETS constituents answers the
questions of carcinogenicity raisec elisewnhere in EPA’'s analysis.
There is limicesd evidence in the record supporting EPA’s
final basis for its plausibility hypothesis. The animal
laboratory studies used by EPA present some evidence supporting

conducted no animal lifetime inhalation

tr
'Y
RY

EPA’'s hypcthesis.
studies of =TS but 4:d conduct cigarette smoke inhalaticn studies
on Syrian golden hamsters. The studies detected no evidence of

lung cancer but did detect evidence of cancer of the upper larynx

anéd a dose-responss relationship. The record does not state

1

wnhether

)

substance analyzed, air-diluted cigarette smoke

3
.

(el
-y
(5

(1:15), reclicated M3, SS, or ETS. The remaining scudies, upon
which EPA relies, involve analysis of SS condensates from smoXking

machines. The Assessment does not explain, nor does EPA direct
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Trhe court is &iszurbed that EPA and Kennetih Brown DuUttress

the bioplausibility cheory with the epidemiology studies. EPA’s
theory must be independently plausible. EPA relied upon
similaricties betwesn MS and ETS to conclude that it is
biologically plausible that ETS causes cancer. EPA terms this
theory its “a priori hypothesis” in justifying Chapter 5's
methodolcgy. Chapter 5's methodc.>gy allowed EPA to demonstratce

bnlasl

a statistically sicnificant association between ETS exposure an

lung cancer. See Fsderal Judicial Center, Reference Manual cn
154-55, (1594) (Narrowing the confidence
intervals rakes it more likely that a study will be found to be
stacisticalily significant.). Chapter 3's analysis rests on the
validity of the biclcgical plausibility cheory. It is circular

rgue the epidemiology studies support the
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Agency’s a priori theory. Without the theory, the studies would
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contrasting EPA’s three positions cn ETS-MS similaricies

constitutes obfuscztion. EPA’s Risk Assessment Guidelines

- bectween qualitative and guantitative

[}

establish & distinczi
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analwsis Uswever, Sor purpcesses oI ZFA'S sicplausizilitcy thscry,
neithn=ry the ITS5 Fisx Assessment or adminiszrative record
demonsctrazes a difference or attempt the explanation which ZPA
now cifers the courz. Quantity versus gquality may be a relevant

distimcrion in cerzain situations, e.g., the amount of arsenic
naturally cccurring in an apple. Plaintiffs assert that since
ETS is a gas, considering the evidence regarding ETS'
physicochemical prcperties and the characteristics of the
particles and gases comprising'ETS .s necessary to determine the
qualicy of ETS. T=zis suggests an analytical process combining
qualicative and gquantitative analysis, which is also what EPA’'s
Risk Assessment Guicdeslines suggest.

support the Agency'’s
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argument that risk assessment is a bifurcated, guantitative then

qualitative, analysis. To the contrary, “(rlisk assessmenc
includes one or mcre of the following components: hazard

identificaczion, dcses-response assessment, exposure assessment,

and risk characcter:-zacion (NRC 1983).” Risk Assessment
Guidelines at 33,533 (emphasis added). “[Qluantitative risk

assessment has beesn used as an inclusive term to describe all or

ose-res-sns? assessment, exposure assessmenc, ané risk
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charac-erization. . . . [However,] the more explicit terminology
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physicocremical inguiries require a bifurcated analysis instead
of a combined analysis as per the Guidelines, or why MS and ETS
are similar for purposes of hazard identification, but not for
purposes of quantitative risk assessments. Since Chapter 2 found
ETS and MS not sufficiently similar, Chapter 3 found them
similar, and Chapter 6 found them dissimilar, EPA apparently used
a different risk assessment methodc.cgy for each chapter. Again
neither the Assessment nor the record explains the risk
assessment componsnts used in the different chapters, why

methcdclogies varied between chapters, or why ETS and MS were or

were not similar using each methodology.

The court is faced with the ugly possibility that EPA
adoptad a methodolcgy for each chapter, without explanation,
based on cthe outceme sought in that chapter. This possibility is

most potent where =Z?PA rejected MS-ETS similarities to avoid a

" analysis in determining carcinogeniciy
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of ETS exposure. Use O cigarette-sqguivalents analysis may have

~e
o
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"

[S]ome parsons suggest a dosimetric approach
(continued...)
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EPA’s assertion that “EPA did explain the numerous criteriz

-

it used in assessing similarity . . . ., (Conformed Mem.

EPA’s Cross Mot. Part. Summ. J. at 73), is without merit. EPA
merely parrots the Zindings made in Chapter 3 of the ETS Risx

Assessment. The record presents no evidence of EPA establishing

similarity criteria before the Assessment.?® Nor did the

23 (., .continued)
(called “cigarette-equivalents” in the Report) to
estimate iung cancer risk from ETS exposure from
data on active smoking. An average ETS exposure
is determined to be equivalent to actively smoking
some percentage of cne cigarette per day.
Extrapolazing downward on a does-response [sic]
curve for active smoking at that level suggests &

“negligizlie” lung cancer risk.

ad T

n, aftc Report Responses TO Puplic Ccmments on
A Draf- Risk Assessment of ETS with Discussion of
Revzslons ~nat Apcezr in the Second Draft Report, Comment 3.1.4,
at 15 (June 25, 1$52) (JA 6,456) (Draft Responses). Dr.-Brown's

- vabut the asserted consequences of a cigarette

T
o
(D
t]
H
a
(1]

response dces not
egquivalents analysis.

33 gSes Portlangd Cement Ass’n v. Ruckelshaus, 486 F.2d 375,
395 (D.C. Cir. 1973} {“A troublesome aspect of this case is the

identification of what, in fact, formed the basis for the
standards promulgated by EPA - a question that must be probed
prior to considera:ion of whether the basis or bases for the
standards is reliazle.”); see also Independent U.S. Tanker Owners
908, ©20 (D.C. Cir. 1882) (noting that
dertaken prior to disclosure of the basis

\

(continued...)

Comm. v. Lewis, 6% F.2d
when agency action i1s und
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#(, ., .continued)
ion, “[zlnhere is an overwhelming institutional bias in
:stifying the result in any way possible.”)
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32 The data in Chapter 3 “do not . . . adequately supporc
the conclusion tha: the two are chemically similar. . . .~ {Tlhe
data that are in there, speaking as a chemist, they simply don’
make the case.” 1952 IAQC Review at II-41 (Dr. Daisey) (JA
11,565). “That also brings you - an issue of what you mean by
‘chemically similar,’ which is not so simple to discuss. . .
(Pjernaps we don’t have to consider it. But in a broader sense,
the chapter often talks about sort of vague gquantitative terms

. . .m zd, at 1I-43 (JA 11,971). “What does it mean? What is
the test for chemical similarity?” Id. at II-51 (Dr. Hammond)
(JA 11,975). “[Tlze data . . . simply do not demonstrate that

they are similar. There are simply not enough data. . . .
[Y]ou’re not going to have that data, and even if you did, you'd

have zo decide on criteria for what constltu;es similarity and
wha: does not cons:tizute similarity.” Id. at IZ-77 (Dr. Daksey)

(JA 12,003).

cead of explaining the criteria used to make

a-ions reveal more uncertainty. “Standardized
or assessing the physical and chemical nature
T ions . . . do not exist, and data on SS are not as
.sive as those for MS emissions.” ETS Risk Assessment at

tg

Althouch ETS s a major source of indoor air
, zhe actual contribution of ETS te indocr
ai icult to assess due to the background levels
of many contaxwirnants contribute from a variety of other
indoor and ou:zdoor sources. Relatively few of the

individual cecns-ituents of the ETS mix have been
ident:ified ans characterized. In addition, little is
“nown about the scle of individual ETS constituents in

3 \
o

(continued.
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absorb carcinogens. EPA conceded that dilution, aging, and
expcosure characteris-ics fundamentally distinguish ETS from
mainstream smoke, znd “raise . . . guestions about the
carcinogasnic potenzial of ETS.” ETS Risk Assessment at 2-7 thru
2-8, 4-29, 6-6. S=e also Draft Responses at 14-16 (JA 6,455-57).

e D ———

The record does not explain how, aicer raising these questions,

h

classi

o}

EPA coul y ETS a known human carcinogen based on
similaricies betwesn SS and MS. The record also fails to explain

whetner or how EPA dstermined that, because some components ©f
ZTS may be absorbed, guestions raised in other areas of the

~4

assessment about ths carcinogenic potential of ETS were no longer

Firnally, both sides cite to independent studies on ETS, done

by third parties, tC sSupport their arguments. Both sides often
lay claim to the same studies. The studies predominantly contain
3i(...continuec}
eliciting the adverse health and nuiscnce effects
observed.

Id. at 3-18.
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informaticn usaetu. 0 both si1dss, a2ng sIten CChii-l o7 wizh cns
anochser —ne cour: finds one review Ta&rtiCliar.y rzlevant, &
review conducted within EPA on the ETS Risk Assessment. EPA’S

Risk Criceria Office, a group of EPA risk assessment experts,
concluded that EPA failed to reasonably explain how all relevant
data oa =TS, evaluated according to EPA Risk Assessmen
Guidelines’ causality criteria, can support a Group A
classifi-ation. Acting Director Chris DeRosa advised EPA that
the evideace “suppcrt[ed] the conc. :s2on that ETS be classified
as a Group Bl carcinogen.”** EPA Toxicclogist Larry Glass
concluded, “it is recommended that the [epidemiological] evidence
be summarized as being limited . . . . This would classify ETS
intec a weight-of-the-evidence Group B1.73 Office Director Terry

ation’s analysis

=
[V]
n
(0]
’-‘ -
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P
0

Harvey also concludsd that the ETS C

violaced EPA’s Risx Assessmentc Guidelines: “([l]ike it or not,

52 £pA Memorandum from Chris DeRosa, Acting Director
Envircnmental Criteria and Assessment Office, to William H.

- -

Farland, Director, Ciiice of Health and Envir amental Assassment

(OEEA) 1 (April 27, 1390) (JA §,651).

33 18, at 4-8 (JA 6€,654-55). The same auzhor recognizes
weremendous scientific, regulatory, and political ramifications
of categorizing a substance as a Group A carcinogen. . . -
[G]iven the inherent limitations of the data, and the comparative
novelty of the approach used to interpret the data I would
recommend that this approach not be used as the basis of a Group
A classification.” Id. at 4 (JA §,654).
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concerns, EPA wouli likely have had tc resolve these issues in
the record. It is not clear whether EPA could have or can do so.
These issues are mcre than periphery. If EPA'é g_g;;g:;
hypothesis fails, Z?A has no juscirication for manipulating the

Agency’s standard scientific methodology.

cC. EPA’s Choice of Epidemiological Studies

3y the time EPA released the ETS Risk Assessment in

1993, 33 sctudies rzd analyzed the lung cancer risk of nonsmokiﬁg
females married tc smoking spouses, 12 studies had analyzed the
risk of females exzosed to ETS in the workplace, and 13 studies
had anélyzed the risk of females exposed to ETS in childhood.
-ses (15.3%) reported a statistically

v

significant associztion between ETS exposure and lung cancer for

11 EPA Memorzadum from Terry Harvey, Director,
Environmental Criteria and Assessment Office, to Linda Bailey,
Technical Informaz:on Staff, OHEA 2 (March 24, 1992) (emphasis
added) (JA 6,661).
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in 1993, three large U.S. studies were not completed at the time

EPA conducted its second IAQC review. EPA used interim results

n
i

s

-

from ona ¢f the thrse, the Fontham study, and did not include ¢

({8

other two in its cverall assessment. EPA did not draw its
conclusions directly from the 31 studies it chose. 1Instead, EPA
pooled the results of the studies and arranged the data into
categories by geographic region and exposure level. EPA then
organized and analyzed the studies by the quality cf their
methodolicgy. This technique of synchesizing findings across
related studies is kxnown a&s meta-analysis.
Tre Risk Asssssment gives short notice to why the childhood
or workplace studiss were not evaluated. The assessment states,

[t]he use of az more homogenous group allows more

confidence in the results of combined study

lyses. . . . Some [studies] also provide

rrat

exposure, but there is far less information on

tnese exposurss; therefore, in order to develop

one large datazbase for analysis, only the female

exposures frcm spousal smoxking are considered.
ETS Risk Assessment at 5-1. The Assessment’s overview explains

only that childhocd ard workplace studies are fewer, represent
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but the Fontham study included.
Tn its first review, IAQC stated that one of four criteria

ion of

necessary to conduc: a meta-analysis is a “precise definition

-

-

criteria used to include (or exclude) studies.” EPA, An SA3

-&-\r

Report: Review of Draft Environmental Tobacco Smoke Health

Effects Cccument, EPA/SAB/IAQC/91/:37 ac 32-33 (1951) (SAB 15951

Review) (JA 9,497-53). Regarding the studies chosen for the ETS
Risk Assessment, IAQC stated,
uding studies was not
this was reinforced
a reanalysis was
of studies th,“ taose
-ra
e z cisions as to study
inclusion shculd be made prior to analysis, based
on clearly stated criteria. It is also desirable
to evaluate the impact on conclusions of closely ;
related, but excluded, studies.
Id. at 33 {first ewphasis added) (JA 9,498). In its 1992 review,
neither EPA or IAZZ addressed again the criteria used to

or

which studies were included in the meta-analysis. IAQC

stated tha:t the corbination of studies used provided
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analysis categorizzczion of the studies which

PA, An SAB Reporrt: Review of Draft Passive Smokinc Healt

i)

Effects Document, =PA/SAB/IAQC/93/003 at 3-4, 22 (1%92) (IAQC
review which EPA ncw misrepresents as a full explanation of ZPA's
database choice with express IAQC support) (JA 12,207-08,
12,27%6) .

Plaxntiffs contest that EPA eacluded studies and data on
workplace and childhood exposure to ETS, as well as the "“two
largest and most racent” U.S. spouszal smoking studies, because
inclusion would have undermined EPA’s claim of a causal
association betwesn =TS exposure and lung cancer.®* (Conformed
Mem. Supp. Pls.’ Mc:z. Summ. J. at 66.) In its memorandum befofe
this court,_EPA cifers four reasons for excluding the workplace
and childhood datsa.

“First, such cata are less extensive and therefcre less
reliable.” (Confcrmed Mem. Supp. EPA’'s Cross Mot. Part. Summ. C.

at 88.) EPA’s threes citations to the record do not support this

33 Plaintiffs also argue EPA included workplace data that
ffirmed the Agencyv’'s a priori hypothesis. The court does not
i ' to reach the merits of this assertion.
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explanation. IAQC also recognized the disputed studies containad
less information, however, IAQC concluded “the repcrt should
review and comment on the data that do exist . . . .” SAB 1881
Review at 5 (JA 9,470). The court has also found no record
supp-rt or reason for the assertiorn that smaller studies are less
reliable for purposes of meta-analysis. The purpose of
meta-analysis is utilization of smaller studies.

Similarly, EPA’'s second assertion that workplace studies
were excluded because of potential confounders is without record
support. As evidence explaining why EPA excluded workplace
studies from the me:-a-analysis, EPA cites IAQC’s 1951 Review
discussing limitatisns on EPA’s reiiance on spousal smoking as an
indicator of ETS exposure. IAQC discussed that the structure ol
peoples’ homes, where they live and work, the climate, and even
parental influences impact spousal assessments. SA3 1991 Review

at 30. The repor:t cited by EPA does not state workplace data

should be disregarded. If at all relevant, the discussion now

.

o}

cited by EPA suppcrcs the opposite conclusion.
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TSA alsc clzims Thal woTKDlalse sxgosure 22tz wers
disregarded becausz cnly two stodiss made an aTIeTmpT O coassiiv
by amount cI expcsurs Again, EFA’s explanation appears rownere
in thaz portion cZ zzes Risk Assessment cited by the Agency
Further, EPA’s explanation appears targeted only at workplace
dara contained wicmin the spousal smoking studies and does nct
address the Agency’'s decision to disregard workplace and
childhood exposure data reported outside spousal studies.

ZPA’s final proifer is tnat c..ildhood studiés rely upon
distan- memories ani more limited lifetime exposure. Again, the

record does not revszl that EPA used this as a selection
criteria. Rather, an assessment on ETS and lung cancer on wh

ECA now relies stazes, “No consistent association has been

reported for lung cancer and exposure to ETS in chiicdhecod, whico
might be expected I exert a greater effect . . . . Of course,
recall of ETS expcsure in childhood is more difficulc than recall
of such exposure in adulthood.” E.L. Wynder & G.C. Kabat,
Environmenzal Topz-co Smoke and Lung Cancer: A Cricical
Assessment, ORD.C.. $538-1 (JA 5,020). Nowhere in the Asssssment

is there a suggesticn that childhood exposure data should be

ignored.
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comment period, &and ZPA already hac a ccnsillsrad.ie catapnase. oA
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claims the Fontham sctudy was used because it published interim
resulcs, was the largest U.S. ETS study, and its methodology was

superior to any other study. The record contains discussion ©

- oo am

b

the Fontham study, even testimony by Dr. Fontham. However, the
evidence is not relevant to Plaintiffs’ assertion. There being
no indication of studyv criteria, it is not possible to determine

whether or why the Fontham study was “superior.” Even if EPA

[

M

E

'g

bt
[ xY

provided criteria, comparison weuld not be possible sinc

provides nc discussicn on the two U.S. spousal studies excluded.
In summary, EZPA’s zlaim cf having clearly established criteria Is
withouz merit. §Sz2 3gwesn v. Georgetown University Hosp., 483

U.S. 204, 212, 10% S. Ct. 48, 474, 102 L. Ed. 2d 4983 (1988)

(“*The courts may nc: accept appellate counsel’s post hoc

rationalizations Ior agency [(orders].”); American Trucking Ass'n

ol < - j g e N Ao - - - K - - s . - = f s
v. Fadarz) Yighwz.s 23min 51 F.33 405, 411 (4th Cir. 1993) (I:Z

agency action is o withstand judicial review, the agency’s

vactual reascning . . . must prove reasonable, not the post hoc
razicnalization dzvisad during litigation.”)
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he court cannot determine whether the exclusion

of studies likely tc disprove EPA’s a priori hypothesis was
coincidence or incsnmc-ional. Second, EPA’s excluding nearly half

of the available s-udies directly cecnflicts with EPA’s purported
purpose Zor analyzing the epidemiological studies and conflicts
with EPA's Risk Assessment Guidelir.zs. See ETS Risk Assessment
at 4-29 (“These dazz should also be examined in the interes: of

weighing 211 the zvailable evidence, as recommended by EPA’Ss

carcinogen risk assassment guidelines (U.S. EPA, 1986a) . . . .”
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(emphasis added)). Tnird, EPA’s selective use of data con

“gather da:zz and infcrmation on all aspects of indoor air gualic
.” =adon Ressarch Act § 403(a) (1) (emphasis added). In

ent under the Act, EPA deliberately
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steps outside the court’s analysis when informaticn collection
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consu_zation with an

these concerns would nhave resulted,

that explained EPA’'s selective use of available

From such record, & reviewing court could

EDA “cherry picked” its data, and whether

statutory authority.

P R

information.

D. EPA‘’s Epidemiologic Methodology
plaintiffs raise a list of objections asserting that
opA deviataed from accepted scientific procedure and its own Risx
Assessment Guidelires in a manner designed to ensure a

preordained outcome.

Given the ETS Risk Assessment shortcomings

er necessary or desirable to delve

already discussed, it is neith

further inco EPA’'s spidemiological web However, two of

Plaintiffs’ arguments reguire mention.?* The first content ion is
35 The court Zinds it unnecessary to resolve Plaintiffs

remaining methodolcgical contentions: (1) EPA inexplicably

departed from its s:tated procedure for selecting risk estimace

fyom the spousal smoking studies when that allowed the Agency to

increase 1its summary risk estimate for particular studies;

EPA did not inciuds certain studies and data in

in order to exclude

association between IZTS and cancer; (3) EPA adop
testing methods re:ected by epidemiologists, ign
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(2)
its meta-analysis

the possibility that confounders explain the

ted statistical
ored the
{centinue
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likelincod that its meta-analysis wculd appear statis
significant. This shift assisted EPA in obtaining statistically
significant results. Studies that are not statistically

significan: are “null studies”; they cannot support a Group A

classification. Se= Brock v. Merrell Dow Pharm., Inc., 874 F.2d

307, 312 (5th Cir. :989) (“If tre confidence interval is so great
that it includes ths number 1.0, tnen the study will be said to
show nc scatistically significant association between the factor

saase.”).

[
(D

and the d
EPA usad a 95% ccnfidence interval in the 1590 Draft ETS

Risk Assessment, bu:z later switched to a 90% confidsnce interval.

Most prominently, this drew criticism from IAQC'Ss epidemiologisct,

who was also a contributor to the ETS Risk Assessment:

3¥(...continuez
possibility that mcre than one confounder interacting jointly
could explain the claimed association, and inconsistentl
interpreted the res:lts cf confounding analysis to promote
finding an associatzion; (4) EPA switched from a peer-reviewed
methodology to an unpublished one in excluding study bias as an
explanation for thes claimed association; and (5) to create
critical ETS dose-rassponse evidence, EPA inexplicably used a
trend analysis that included unexposed (i.e., control) subjects,

in viclaticn of EPA’s Risk Assessment Guidelines and standard
epidemiologic prac:tice.



—=s us2 of % confiderncs interczls, inszead ol
. o .. ‘ .
=h2 coaventicnzlly ussd $3% conilidsnce interva.s,
i1s TC ze disccuragec Iz locks lik= a((n] atgemst
- . -—- - . 7 . 1~ - - 1Y -
o acrniesve stztiscical significance Zor a resu-c
¥ tee = 15 [ c =
which otherw.s= would not achieve signiiicance
- & p p - ’ & . u :
Geoffrey XKabat, Ccoments on EPA's Draft Report: Respiratorv
by ) -—I e - "\—.-. .
Eeal-r Tffacts of 2assive Smoking Lunc Cancer and Qther

i sorders”, II.SAS.5.15 at 6 (July 28, 1992) (JA 12,185).

inctiffs argue that established epidemiologic practice is to

use 95% confidence intervals. As evidence, Plaintiffs point out

I
'y
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0
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H
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sssments, including the 1990 ETS draft,

consistently used $3% confidence intervals, as did previous ETS

-

sses £y IARC, N2Z, and

ot
oy
1]
n

urgeon General.

TS Risk Asssssment Chapter 5 states:

hapter, cne-tailed tests of
)

crap
=0.05) are used, wnich increasss
ability (power) to detect an
¥ confidence intervals used for the

a ~ed are consistent with the use of

e test. The justification for this

age cn the prigri hypothesis . . .

thaz a positive asso#iation exists between
expesure te ZTS and lung cancer.
Risx Assessment &t 5-2 Befo this court, EPA explairns cthe
of the 95 perzsnt confidence interval with the one-tailed

- s

would ~ave produced an apparent discrepancy: study

resulcs that were stz:oisctically significant using the standard

p-value of .05 might nevertheless have a 935 percent cenfidenc

-

m
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Dlainciffs’ sszcond methodological argument reguirin

({0}
0
0
b3

i
(D
3
r

scaces, EIPA based ETS’ Group A classification in large part on a
resulting relative risk of only 1.19, without adegquately
explaining why the Agency had required every other Group A
carcinogen to exhibit a much higher relative risk, or why it had
recently found relative risks of 7.6 and 3.0 insufficient to
classify other agents in Group A. Al. of the 15 chemicals or
mixtures previously classified by EPA as Group A carcinogens have

ETS Risk Assessmentc

wn

higher relative risxs than E See, e.g.,
at 4-15, 15 & 22 (Risk assessments on cigarette smoking

demonstrate relative risks becween 7 and 14.9 for lung cancer,

and 60 for undifferentiated

(O]

ard relative risks zszween 2

carcincma.); see alsc EPA Review Drafec,

14
L

lectromaanetic Fields, EPA/6CQ/5-

(11

Pc-ential Carcinogenicitv o

901/0053 at 6-2 (Cctcber 1550) (JA 1,562) (declining classifying
IMT as carcinogenic Ior lack of strong association with cancer
where relative risks in studies seldom exceeded 3.0). IAQC
epidemiclogist Dr. Kabat observed, “An association is generally
considerad weak if the odds ratio [relative risk] is under 3.0

and particularly wnen it is under 2.0, as is the case in the

786



Assessm=nc, I.SAR.7.X at &6 (JA 7,218).

EPA responds that the most impressive evidence from the
epidemiclogic studies is the consistent results of many studies
showing increased risk, and the dose-response relationships
showing the most risk to the most exposed nonsmokers. EPA
expl-ins that ETS’ diluted concentration in ﬁhe atmosphere
accounts for the low strengt. of assouciation.

The record and =ZPA’s explanations to the court make it clear
that using standard methodoleogy, EPA could not produce
statistically significant results with its selected studies.
Analysis conducted with a .05 significance level and 95%
confidence level incliuded relative risks of 1. Accoxdingly,
these results did no: confirm EPA’s controversial a prioxi
hyoothesis. 1In order to confirm its hypothesis, EPA maintained
its standard significance level but lowered the confidence
interval to $0%. 7This allowed EPA tc confirm its hypothesis by
finding a relative risk of 1.19, albeit a very weak association.

EPA’s conduct raises several concerns besides whether a
relative risk of 1.19 is credible evidence supporting a Group A

classificacion. First, with such a weak showing, if even a
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fvaccion ¢f Plainziffs’ allsgat:ons ragarding study selecticn o
methcdology is trus, EPA cannot show a scacisticzally signiilcznt
associaticn betwesn IT3S and lung cancer.

Second, the ccurt’s conclusions regarding EPA’'s motive for

e confidence level ars based upon EPA’s litig

explanaticns and circumstantial
does not provide explanation in

administrative reccr

d. When an

evidence from the record. =?7A
the ETS Risk Assessment or

agency changes its methodology

mid-scream, as EPA &id here, 1t na: an obligation to explain wiy.
See Western States Zecroleum Ass’'n v. EPA, 87 F.3d 280, 284 (9ch
Cir. 1956; (“EPA “=av not depart, sub silento, from its usual
rules of decision =2 reach a different, unexplained result in a
single case.’”); Mazural Resources Defense Council, Inc. v. E2A,
859 F.2d 135, 205-.1 (D.C. Cir. 1988) (invalidating an EPA rul
because EPA failed =c explain its mid-proceeding switch or the
utilicy of an upss: cdefense); e also Moror Vehicle Mfrs. 3Ass'nD
of U.S., Inc. v. =33, 768 F.2d 385, 3%% (D.C. Cir. 1985) (=?A
failed to explain why it departed from “established speciiiz
statiscical criter-z for determining whether a fuel will cause a
vehicle to exceed smission standards . ).

Finally, when an agency conducts activities under an act
authorizing informztion collection and dissemination cI findings,
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-~s. Ts., 483 U.S. 2>, 53, %3 5. Cz 2855, 2372, 77 L. EE. 2=
13 {1553) ({Aln vazzsncy’s action must be upheld, i1f at all, o=
tns ozsis articulateld by the agency icself.”); ss= also H.R. Rep.
No. $5-722, 95th Cong., 1lst Sess., 16 (1577), repripted in 1977

U.S.C.C.A.N. 3283, 3295 (JA 652-53) (The SAB “is intended toc be

vy only. Ths Administrator will still have the

=

H

advisc
responsibility for making the decisions regquired cf him by
law.”). 1If EPA's appendages'speak on behalf of the
Administrator, the cpposing conclusions reached petween IAQC and

oA Risk Criteriz Office would demonstrate schizophrenia.

r
o2
(]

tn

nefict of now adopting IAQC reasoning, tne

([
o’
D

Even zllowing EPA &
record does not prcvide answers to Plaintiffs’ questions.
=oA decermines it was biologically plausikle that ETS causes

ancer. In &z:ing so, EPA recognized problems with 1ts

“ioT

theory, namely the dissimilaricies between MS and ETS. In otner

'l.
*
*

areas of the Assessment, EPA relied on these dissimilarities
justifying its metihcdology. EPA did not explain much of the

criceria and asserticns upon wnich EPA’s theory relies. EFPA

aimed selected epidemiologic studies would affirm its

)

plausibility theory. The studies EPA selected did not include
significant number oI studies and data which demonsctrated nc

nct explain its

[oN

associaticn betwesn =TS and cancer. EPA di



cri-eria for study ssleccion, tnus lsazving Itsell open ¢
allegations of “chsrry picking.”

Using its normz. methodology and its selec ad studies, EFA
did not demonstraze a statistically significant association

between ETS and lung cancer. This should have caused EPA to
resvaluarce =he infsrance options used in establishing its
plausibility theory. A risk assessment is supposed to entail the
best judgment possible based upon the available evidence. See
Ethvl, 521 ©.2d at 24. Instead, E:-a changed its methodology to

ind a statisticallv significant association. EPA claimed, but

[ b

not exrlain hcw, its theory justified changing the Agency’s

2,
’J.
(63

methodolcgy. With the changed methodology and selected studies,
ZPA established evidance of a weak statistically significant

association between =TS and lung cancer.

VI. MOTION TO SUPPLEMENT THE PLEADINGS

pPlain-iffs hzve moved to supplement the pleadings pursuant
to Fed. 2. Civ. 2. 15(d). ©Plaintiffs’ Supplemental Pleading

=& injunctive relief against EPA relating to

A}
1L

seexs declaratory

~

the Agency’s allegsd unlawful efforts to regulate indoor a:ir

gl



tobaczo creducts, znd smoxing, as decumented In August 1858 fois
ZPA’s Inspector Gensral.’

The Supplemenzzl Pleading contains two counts. Supplemenca
Count alleges EPA illegally funds and controls a private enti

that dra®cs indoor air ventilaticn standards that are adopted in
stace and local building codes. Count I also alleges additional
ultra vires regulatory activities by EPA in regard to indoor air
and smoking through the Agency’s regional offices and third
parties. Supplemental Count II :e€:S relief from these alleged
activicies pursuant to the Administrative Procedure Act’'s bar on
agency acticns “in excess of statutory jurisdiction, authoricy,
or limitations, or short of statutory right.” 5 U.S.C. §
706 (2) (C) . Plaintiifs’ proposed supplemental pleading does not

affect brisfing or the court’'s censideration of summary judgment

(1]

m

on Counts I, II, and III. PA responds that the proposed
supplemental pleading is untimely and unrelated to the Complaint

and will delay the ccnclusion of the case.

)

1,
pY)
(B
'—l;
<

"

15(d) allows a party with leave of court tc

file a supplemental pleading “setting forth transactions or

3 EDPA Office of Inspector General, EPA’s Relationshic wit:z
the Am rican Sociezv of Heatinag, Refrigerating, and '
Air-Conditioning Engineers (ASHRAE), Audit Report No. EL1FAFS-

ol

13-0075 6100228 (August 14, 1996).
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1989);

reversing a distr

-~ o~

rremsss oY 8UEnIs Which nave nhagrensd since tns 2zte oI Ins
ings socught 2 be supplemented.” CJourts azg.y th2 ruls
v o allcw nmew claims and allegations tc g added o0 &
See, e.g., Juaratino v. Tiffanv & Co., 71 7.3d 58, €5 (2
1955); Gilli==z= v . Shillinger, 872 F.2d 835, 54l (10th Cir
Xeich v. Volpe, 858 F.2d 467, 474 (9th Cir. 1%33). Io

R
- -

court’s decision that refused leave to

a supplemental plezding, the Fourth Circuit found thac

supplemencal pleadings so enhanced che efficient admini

f justice that thrhsy should be allowed as a matter cI
[Suprlemental pleadings are] a useful device,
enabling a cocurt to award complete relief, or more
nearly compleze relief, in one action, and to
avoid the cos:z, delay and waste of separate
actions which must be separately tried and
prosecuted. 32 useful they are and of such
servic n fficient administration of justics
that tiney 20 be allowed as of course, unliess
some particulzr reason for disallowing them
appears, thoush the court has the unguestioned
right to impcse terms upon their allowance when
fairress appezrs to reguire them.

New Amsterdam Casvzizv Co. v. Wallexr, 323 F.24 20, 22-2

Cir. 138583) "Wnilz some relationship mus:t exist etwse

newly alleged ma:tz-=rs and the subject ¢f the orig

they

F.2d

: -
e t-¥!
-—alh -

straziocn

course:

accuon,

need not all arise out of the same transaction." Keitz, 8
at 474 A sucplemental pleading may state a new causs oI

83
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in its discretion derny leave to Iile a supplemencal pleading
where it finds undus delay, bacd faith, dilatory tactics, undue

prejudice to the orzesing party, or futility. Quaracino, 71 F.3c

EPA first assercs Plaintiffs’ proposed supplementation is
uncimely because ths events relevani tO the new allegations
occurred prior to Blazintiffs’ agreeing Lo the joint motion tc

|
i

sh a briefins schedule for summary judgment. The new

establi =
allegations do not, nowever, affect the disposition or scheduling

he cour-’s summarv judgment analysis or decision.

O
rt

-—
=)

R ees S L 3 s - : hi P
anncunced or otherwise disseminated by IFA. Approximate.ly seven

months after the reccrt was issued, Plaintiifs sought permissicn

ro file the Supplen=ntal Fleading. Seven months is not an

“

unreascnable amount ¢ tims Icor multl iple plaintiifs to learn oI

ZPA’s allegad activities, investigate, develcp, and agree upcn &

EPA next arguss Plaintifis’ new allegations are not

sufficientlv relats3 to the Complaint. EPA staces the Complain



o
]
o
v
N

Pleadirg

ding are sufficiently
involve EPA’s authori

—he - -

ty under the Radon Research Act
Specifically, both the Complaint and Supplemental Pleading

involve EPA’s authority to conduct regulatory activitles under
the 2-t.

In deciding the partles motions for summary
the court

judgment,
nas become familiar with

:r2> cuter limits of EPA’'s
authoricy under ths Radon Research Act Second, ETS is the
objecz of ZPA’s als

eged regulatory attention in each set of
allegaci

. -t

lons.

Supplemental Pleacding

ppset

As a result, EPA’s conduct as alleged in the

causes the very harm for which Plaintifis
revedy in t=

M

Complaint. Third, the court finds probable
that ZPA premises 1:Is |

-

involvement with private organizations,
ir. the Su

as
Pleading, on the Agency’s conclusions
Fourth, the court,

in resolving this
with many organizations EPA has worked
in ' isk Assessment/and in
facto regulatory a

—~

-

establishing

d=s
vities under the Radon Research Ac
Clearl T

1 Pleading has some relation to the
Complaint.
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Tra impact suTtTlementing Tnis T.S3JIings would nave i
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concluding the cass concerns tinis courc EPA has spent yva2ars
e - Y Lo 1 —r 1 =22
formulacing and lizigating the =TS Risk Assessment Since EZPA

has been aggressively coordinating with and assisting regulatory
rograms based uporn its ETS Risk Assessment, the court believes
EPA desirves a final resolution to Plaintiffs’ original claims.
EPA indicates such, stating “EPA wishes to conclude this case
challenging its ETS Risk Assessment.” (Defs.’ Resp. Pls.’ Mot.
Supplemental Pleading at 5.) Supp. ementing the pleadings with

new causas of acticn would significancly delay final judgment

[(Ed

As a general rule, such delay wculd

(D
[N
H
o ]
o1
Wy
"-
n
0O
i)
0
M

being enter

rt

prevent the parties from exercising their rights to appeai.

ears, the parties have disputed the

33
o
a1
o]
]
[
H
’_l

<
rn
o
®

Y

validity of EPA’s ZTS Risk Assessment. Based upon the
Assessment’'s conclusions, EPA is involved with other government
and private entities. Resolving Plaintiffs’ new allegations may
encail pretrial meotions and discovery, possibly prolonging the
case for years. Thare is no just reason for so delaying final
judgment regarding TPA’'s ETS Risk Assessment. However,
plaintiffs’ new allegations are significantly related to the

~ -

Complaint. Precedent as well as principles of judicial economy

and justice urge the court to allow Plaintiffs’ motion. T cure

8¢



trhis 4dilemmz, g ZZaTT sill z2llozw FlzirzizIis T sgYVe ToELT
supplemenzal pleading and wWil. S22 SSORLS TALE arn. 2XZress
3 - - - T - - 3 5 - - '
direccion Io0r thne snlry OL juagmentc regardling chiie partles

mocions for summary judgment. Accordingly, the ccurt’s judgment

U
m
>
U

will pe cercified for review pursuant to Fed. R. Civ.
Though the court creates the possibility of the parties
appealing separately under the Complaint and Supplemental

pleading, there is little risk an appellate court would be faced

witnh redundant issues. Plaintiffs Supplemental Pleading,

alchough related to the 1ssues raised in the Complain:z, 1is
factually and legally independent from tne issues raised in the

Complaint. EPA will have 2C days after service of the

VII. CONCLUSION

=pA initiaced drafting policy-based recommendaticns

el = il ol.) 3 £ 75714 2 b’
Group A carcinogen See, e.g., EPA Memcrandum LICh Wiilliam X

= 17 S = T = - - IS
Reilly, Administraztcr, to (Ccngressman Tromas J. Biiley, Jr., U.S

(Reilly Mem. II) (ZP? began drafting a pol.cy guide recommending

workglace smoking bans derfcre drafting the ITS Risk Assessment..



Rarner ToEAL reaZll 2 ~armglusizcn afczer cc.o.sTllhZ infzrmatich,
< > Py = S - - - - - S TT3 - w
researchinz, and ma<Ing I1lnAlNSS, IDA ca:zsgorized IS as & Anown
= - - " -aA - - - =
cause cf czancer” i 1839 EZA, Incuooxr ALr Facts Nz, 5

Environmanzzl Tobaczo Smoke, ANR-445 (June 198%) (JA 5,409-11).

——

EPA’s Administrater admitted tl.at EPA vmanaged to confuse and
anger all parties 0 the smoking ETS debate . . . . EPA
Memorandum from William K. Reilly, Administrator, to Secretary
Louis W. Sullivan z (July 1951) (A 6,754). The Adminiscrator
also concaded, “(Blezinning the devslopment of an Agency risk
assessment after ths commencement of work on the draft policy
guide gave the appesarance of . . . policy leading science
. ." Reilly Mem., II at il (JA 6,391).

Tn conducting :the Assessment, EPA deemed it biclogically

plausible that ETS was a carcincgen. EPA’s theory was pre misad
on the similarities between MS, S§, and =TS. In other chapters,
the Agency used MS znd ETS dissimilarities to justif

the studies, EPA &i2 not find a statistically significant

association. EPA then claimed the bioplausibility theory,

H\

a more lenient

(o7

. - - . sy . . - .
renominaced the 2 TTXIOZo nypctnesis, jus-l e

methodolecgy. With 2 new methodology, EPA demonstrated from Tthe
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evidence of associztion, EPA concluded the evidence showed a
causal relationship between cancer and ETS. The administrative
record ccnt-ains glaring deficiencies.

The Radon Ressarch Act authorizes information collection,

research, industry inclusion, and dissemination of findings.

h

Whetr=r these actions authorize risk assessments is a matter o

general and interstit -ial ste-utory c-astruction. So leng as

p

information collect: on all relewvant aspects of indoor air

dissemination are the lodestars, the

j4)
(O

-
-a

(]

gualicy, researcn,
general language oI the Radon Research Act authorizes risk
assessments as thev are defined by NRC and explained in EPA's
Risk Assessment Guidelines.

It is clear tna:t Congress intended EPA to disseminate .
findings from the information researched and gathered. In this
case, EPA publicly committed to a conclusion before research had
begun; excluded industry by violating the Act’s DpIroc cedural
reguirements; adjusted established procedure and scientific norms
to validate the Agsncy’s public conclusion, and aggressively
utilized the Act’s authority to disseminate findings to establish
a da facto regulatory scheme intended to restrict Plaintifis’

g3



groducts ani o InI-usncE puzlic cginion.it Inmoconaucting oS
=73 Risk Asssssmeni. ZPA disregarded :infcormazion and mads
firdings con sslective information; did not disseminacte
significan: epidem:zclogic information; deviatced from its Risx
Assessmens Guideliznas; failed to aisclose importan findings and
reasoning; and lef: significant guestions without answers. EZA’S
conduct lef: substzntial holes in the administrative record.

While so doing, EPA produced limited evidence,
weight of zhe Agency’'s research
cancer

Ga:he;ing all ra2ievanc information,

—~‘—
[ R

dissemina: findings were

esearching,

V

then claimed tne

ev- dence demonstrated ETS causes

-
ana

subordinate to EPA’s demonstrating

ETS a Grouz A carcomogen ZDA’s conduct transgressed the general
meaning of the Radcn Research ACt's operacive language. Furtner,
co the extent EPA‘s conduct in this matier enct led interscicial
33 Qivaen the =o.dings in United States v. Lopez, 514 U.S.

543, 115 S. Cz. 1£z: (1%335) and United Scates v. Hartsell, 127
T.34 343 {(4zh Cir. 1%37), an argument may exisz concerning wnere
rhe fedsral governmant derives the authority te regulate indcor
air qualicy, a patently intrastate environmental concern. Ee;"g
neither interstate 2r commerc:ia.- it is unclear where indocr air
finds a nexus with cthe -“strumenta11c1es of interstate commerce

r how it substantizlly affects interstate commercial
transacticns The Complaint does not raise these concerns.
Since the court is granting Plaint riffs the complete relief
requested, it 1s unnecessary o resach these issues.
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TPA under e ACCT =oA’s conduct oI the =TS R1sK Assesssmenc

Research Ac-. See 131 Cong. RecC. $7035 (May 23, 1985) ({purpcse

of the Azt is to prcwide clear, objective information about

- -

()
»
.
(g
1)
[{)

EPA zlso failed the Act'’s procedural requirements.
Radon Research Act, Congress Jranteud EfA limited research

L]

\ to seek advice from a

3

n obligat:io

]

ity along witlh

represencacive commiztee during such resear ch. Congress intendecd

heard during the rsssarZclh Drocess. EPA’s author 'C undexr tne acco

overwhelming that IAZC was nct the representative body réequired

the same manner nor ~zached the same conclusions
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review pursuant to Fad. R. Civ. P. 54(b), the court will make an

express determination that there is no just reason for delay.

Accordirngly, the court need not adiress Plaintiffs’ remaining

arguments, Counts II, I

H

I, and IV c¢I tne Complaint. The court

to Supplement the Fleading.

will also grant Plainciffs’ Motion o

. . .
An order and judgment in

orinion will

P .
This zhe /7  day SN ede 1998.
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Uniced States District Judge



